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MEDICAL ERRORS

THURSDAY, FEBRUARY 10, 2000

HOUSE OF REPRESENTATIVES,
COMMITTEE ON WAYS AND MEANS,
SUBCOMMITTEE ON HEALTH,
Washington, D.C.
The Subcommittee met, pursuant to notice, at 9:40 a.m., in room
1310, Longworth House Office Building, Hon. Bill Thomas (Chair-
man of the Subcommittee) presiding.
[The advisory announcing the hearing follows:]
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ADVISORY

FROM THE COMMITTEE ON WAYS AND MEANS
SUBCOMMITTEE ON HEALTH

FOR IMMEDIATE RELEASE Contact: (202) 225-3943
February 3, 2000
No. HL-11

Thomas Announces Hearing on Medical Errors

Congressman Bill Thomas (R-CA), Chairman, Subcommittee on Health of the
Committee on Ways and Means, today announced that the Subcommittee will hold
a hearing on the prevalence and nature of medical errors in the health care system.
Additionally, proposed strategies to ensure patient safety through the reduction of
errors will be discussed. The hearing will take place on Thursday, February 10,
2000, in room 1310 Longworth House Office Building, beginning at 9:30 a.m.

In view of the limited time available to hear witnesses, oral testimony at this
hearing will be from invited witnesses only. However, any individual or organization
not scheduled for an oral appearance may submit a written statement for consider-
ation by the Committee and for inclusion in the printed record of the hearing.

BACKGROUND:

Since Medicare’s inception, a variety of measures have been utilized to help en-
sure the quality of medical care received by Medicare beneficiaries (e.g., Peer Re-
view Organizations). Recently, the Institute of Medicine (IOM) released a report, To
Err is Human: Building a Safer Health System, that has brought the issue of pa-
tient safety to the forefront of health policy discussion. This report cites studies that
estimate the annual number of deaths resulting from medical errors in the United
States to be at least 44,000, and possibly as high as 98,000. This number equates
to the eighth leading cause of death in the nation and is more than the amounts
attributed to auto accidents, cancer, or AIDS.

The statistical data included in the IOM study were derived from the hospital in-
patient environment. As the country’s largest insurer, Medicare Part A is the pri-
mary source of funding for services provided in these locations. Authors of the IOM
study recommend several potential strategies for government, industry, consumers,
and health providers to reduce medical errors. Additionally, the authors encourage
Congress to create a national patient safety center to develop new tools and systems
in order to address persistent problems.

In announcing the hearing, Chairman Thomas stated, “As Congress prepares to
act on patient protection legislation, we must examine the problem of medical errors
this year. After all, isn’t the ultimate patient protection to prevent deaths from med-
ical errors? Congress should not complete patients’ rights legislation without exam-
ining potential solutions to prevent patients from dying due to medical errors. I look
forward to this hearing to learn how Congress might develop solutions that will help
protect seniors and all other patients in the health care system.”

FOCUS OF THE HEARING:

The hearing will provide the opportunity to hear from the administration, advi-
sory bodies, and providers on why medical errors occur and what possible solutions
could be utilized to prevent them.
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DETAILS FOR SUBMISSION OF WRITTEN COMMENTS:

Any person or organization wishing to submit a written statement for the printed
record of the hearing should submit six (6) single-spaced copies of their statement,
along with an IBM compatible 3.5-inch diskette in WordPerfect or MS Word format,
with their name, address, and hearing date noted on a label, by the close of busi-
ness, Thursday, February 24, 2000, to A.L. Singleton, Chief of Staff, Committee on
Ways and Means, U.S. House of Representatives, 1102 Longworth House Office
Building, Washington, D.C. 20515. If those filing written statements wish to have
their statements distributed to the press and interested public at the hearing, they
may deliver 200 additional copies for this purpose to the Subcommittee on Health
office, room 1136 Longworth House Office Building, by close of business the day be-
fore the hearing.

FORMATTING REQUIREMENTS:

Each statement presented for printing to the Committee by a witness, any written statement
or exhibit submitted for the printed record or any written comments in response to a request
for written comments must conform to the guidelines listed below. Any statement or exhibit not
in compliance with these guidelines will not be printed, but will be maintained in the Committee
files for review and use by the Committee.

1. All statements and any accompanying exhibits for printing must be submitted on an IBM
compatible 3.5-inch diskette in WordPerfect or MS Word format, typed in single space and may
not exceed a total of 10 pages including attachments. Witnesses are advised that the Committee
will rely on electronic submissions for printing the official hearing record.

2. Copies of whole documents submitted as exhibit material will not be accepted for printing.
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material
not meeting these specifications will be maintained in the Committee files for review and use
by the Committee.

3. A witness appearing at a public hearing, or submitting a statement for the record of a pub-
lic hearing, or submitting written comments in response to a published request for comments
by the Committee, must include on his statement or submission a list of all clients, persons,
or organizations on whose behalf the witness appears.

4. A supplemental sheet must accompany each statement listing the name, company, address,
telephone and fax numbers where the witness or the designated representative may be reached.
This supplemental sheet will not be included in the printed record.

The above restrictions and limitations apply only to material being submitted for printing.
Statements and exhibits or supplementary material submitted solely for distribution to the
Members, the press and the public during the course of a public hearing may be submitted in
other forms.

Note: All Committee advisories and news release are available on the World Wide
Web at “http://waysandmeans.house.gov”.

The Committee seeks to make its facilities accessible to persons with disabilities.
If you are in need of special accommodations, please call 202—-225-1721 or 202-226—
3411 TTD/TTY in advance of the event (four business days notice is requested).
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above.

—

Chairman THoOMAS. The subcommittee will come to order. I want
to thank everyone and apologize in advance for the unusually small
room. This is the committee hearing room for House Administra-
tion. I am chairman of that committee and we rarely see this many
people. It went from the District of Columbia, where you had no
one. House Administration at least filled some of the seats.



4

For centuries, healers have taken the Hippocratic oath, and we
will hear this a number of times today. First, do no harm. Based
upon the Institute of Medicine’s report, not necessarily a signifi-
cantly new report, but for some reason, either timing in a slow
news cycle or the reaction or overreaction of some institutions to
its presentation, it has become front-page news.

This committee, and I believe this chairman and the ranking
member, are not always interested in being the first with a piece
of legislation. The rush to legislation has begun in this particular
area. I have always been an advocate of get it right rather than
get it first. However, it seems to me in reading the report and in
reading the testimony today, there are clearly some steps that can
be taken of an organizational or structural nature that would cre-
ate a more fertile field for the continued development of error cor-
rection structures or systems. To the degree that the patient pro-
tection conference continues to be delayed, there may very well be
an opportunity to present in a measure that will move relatively
rapidly through the system.

I was amazed to find that after I suggested this at the Hospital
Association last week at their convention, that a member, not of
this committee but a colleague of mine from California, suggested
that dealing with procedures to reduce the number of patients
killed would be a poison pill in the patient protection legislation,
and I just find that ironic, because if there is anything funda-
mental to first do no harm, it is first do not kill. If there is some-
thing that can be done, I do not know why we do not move as expe-
ditiously as possible.

This morning, I really want to have as clear an understanding
as we can bring to the issue about what is being done to prevent
errors, but more importantly, what we can do to prevent these mis-
takes, and a know a number of folks are going to tell us that there
has been a flurry of activity in recent years, while at the same time
I have heard criticisms of the IOM report that the data is old, it
has been around a long time. If that is the case, then why was
there not a flurry earlier? My assumption is it is because it got
more news than it ever has before.

So in the course of this hearing, I hope we will learn why the
current medical error reporting systems apparently are not work-
ing and what changes need to be made. Our objective, obviously,
should be to make changes that result in more effective, accurate,
and timely systems for reporting medical errors.

We are going to start with Dr. Christine Cassel, who will provide
an overview, given her unique history on the Institute of Medicine’s
recommendations, and then we will hear from Ms. Linda Connell,
who directs the Aviation Safety Reporting System at NASA and
who, coincidentally, is a nurse and may be able to provide some
cross-fertilization between what is usually used as an example of
an extremely successful model, based on her experience and in-
volvement in the other world.

We also want to learn about the characteristics of the internal
reporting system used by the Veterans Health Administration, fol-
lowed by witnesses that will describe other approaches that are
currently being used or that should be put in place to correct med-
ical errors.
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I look forward to the session. As I said, our goal is to see if there
are not some initial steps that can be made relatively briefly. I do
not think we need to wait until we reinvent an entire national sys-
tem, but I will be very sensitive to the statements made about
what should not be done or cannot be done, because even if the
number of accidental deaths is not 100,000, even if it is 50,000,
even if it is 40,000, i.e., you pick the number, the current system
is and will be unacceptable without fundamental and systematic
change.

With that, I will yield to the gentleman from California for any
opening remarks he might wish to make.

[The opening statement of Chairman Thomas follows:]

Opening Statement of Hon. William M. Thomas, a Representative in
Congress from the State of California

For centuries, healers have taken the Hippocratic Oath to “first do no harm.” Yet,
it seems that patients have reason to question their safety as they participate in
today’s health care system.

Last November, the Institute of Medicine issued a report on patient safety and
the staggering number of medical errors that occur in our nation’s hospitals. As
Congress prepares to act on patient protection legislation this year, I can think of
no better reason to examine why these errors occur and how we can reduce the
number of people who die from them. Some of my colleagues on the other side of
the aisle have called this issue a “poison pill”in patients’ rights legislation but, isn’t
reducing medical errors the ultimate patient protection?

This morning, I want to learn why people are suffering and dying from medical
errors and what can be done to prevent these mistakes. We are not here to debate
the number of errors, or the methods for calculating them. Even one death from a
medical mistake is one too many. In the course of this hearing, we will learn why
the current medical error reporting systems apparently are not working and what
changes need to be made to prevent people from dying due to medical errors. Our
objective should be to make changes that result in more effective, accurate, and
timely systems for reporting medical errors.

We will start with Dr. Christine Cassel, who will provide an overview of the Insti-
tute of Medicine’s recommendations. Then we will hear from Ms. Linda Connell,
who directs the Aviation Safety Reporting System at NASA, which has been cited
by many in the quality field as a model system for reporting medical errors. We also
will learn about the characteristics of the internal reporting system used by the Vet-
erans Health Administration, followed by witnesses who will describe possible ap-
proaches to drive down the number of medical errors. I look forward to an inform-
ative session that helps us understand how we can protect and improve the safety
of the health care system for all patients.

————

Mr. STARK. Thank you, Mr. Chairman, for calling this hearing.
As the Institute of Medicine report tells us, medical errors result
in injury and death to thousands of patients each year and billions
of dollars in wasted costs. It is time for the health care industry
to catch up with the rest of the world in preventing errors.

Much information reported by the IOM, as you point out, has
been known for some time. This recent report focuses our attention
and helps us realize that it is time now to address the problem.

We find, for example, that the dialysis program is the MD-80 of
the medical world. In 1997, we called for quality standards and
HCFA is still working on the standards. That is three years. It is
way past time for these standards to be implemented.

Some dialysis centers are needlessly killing people today, and we
have the data to show it, and yet HCFA and other regulators were



6

not doing anything about it. So how many airplane crashes do we
need to have in the medical delivery system before they wake up?

The quality of care has never been a priority in Medicare, Mr.
Chairman, and it certainly is not a priority in any of the managed
care plans outside of Medicare. I believe that it is time that we
make it a priority, and improving quality and preventing errors
ought not to be partisan. I doubt if it will be. We want to improve
that, and I look forward to working with you on this issue and I
hope we can act on it this year. Thank you.

Chairman THOMAS. Thank you. I would now ask Dr. Cassel and
Ms. Connell to come forward. There are a number of medical pro-
fessionals who are concerned about this, and I will tell you only
that some of us may even have to apologize ahead of time in terms
of our terminology, because we may use the vernacular in dis-
cussing what is going on, and if the reference is that people are
dying and being killed, there may be some terms that are used
which somehow insulate you. I know in the spy business they used
to talk about it as termination.

It is, I think, partly necessary to confront the fact that what is
happening in the system is that people are dying from medical er-
rors. The argument that if they are being killed, there is some will-
fulness to it, is a concern I have because a willful refusal to change
procedures when people are dying reaches a very interesting philo-
sophical debate point about whether or not the system is killing
people.

Mr. STARK. Mr. Chairman?

Chairman THOMAS. The gentleman from California.

Mr. STARK. By way of, I guess, apologizing for a harsh word, I
would like to describe it in layman’s terms. Going to the hospital,
for example, is a dangerous trip. The difference in my mind, at
least, is that if people are allergic, as I am, to penicillin, and if the
person at the hospital asks me before I have an operation and I
say, no, I am not, or I forget to tell them, or I am not wearing that
little wrist bracelet, and I have a reaction, that is not the medical
delivery system’s fault; it is mine. Now, if I do not know whether
I am allergic, that is different.

Also, if the medical system forgets to ask, that, to me, is neg-
ligent or wrong. That is something in the system that is wrong,
and I think those kinds of errors could be fatal. We certainly
should be able to eliminate the errors where they forget to ask.
What we can do to educate the populus, I think that is beyond our
ability, but I would like to draw that difference. Thank you.

Chairman THOMAS. I appreciate it. An educated consumer is a
goal that all of us want because that would help significantly.

[The opening statement of Mr. Ramstad follows:]

Opening Statement of Hon. Rep. Jim Ramstad, a Representative in
Congress from the State of Minnesota

Mr. Chairman, thank you for calling this important hearing today to discuss the
issue of medical errors within our health care system.

Like all of my colleagues here, I was troubled to hear of the high number of med-
ical errors that occur in our nation every year. The amazing and hard-working peo-
ple who make up the health care industry in America—these people who have dedi-
cated their lives to the health and welfare of those around them—are human and
that means errors will happen. But the sheer numbers of errors is staggering.
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I know every physician, nurse and health care provider at any level is ready and
willing to help us combat the prevalence of errors in the system. That’s why we do
not seek to blame anyone for these errors at this hearing today, and why we need
to carefully identify ways to reduce the number of errors and establish a system for
analyzing the problems and learning how to prevent future mistakes.

I still believe the answers to these tragic issues lie within the health care industry
itself, but I look forward to hearing the testimony of those coming before us today
on how we can work together in an appropriate fashion to ensure errors and near-
misses are reported, analyzed and prevented.

Mr. Chairman, thanks again for calling this critical hearing.

e —

We have your written testimony, and without objection, it will be
made a part of the record and you can address us in any way you
see fit in the time you have available. Dr. Cassel?

STATEMENT OF CHRISTINE K. CASSEL, M.D., MEMBER, QUAL-
ITY OF HEALTH CARE IN AMERICA COMMITTEE, INSTITUTE
OF MEDICINE, PROFESSOR AND CHAIRMAN, HENRY L.
SCHWARTZ DEPARTMENT OF GERIATRICS AND ADULT DE-
VELOPMENT, MOUNT SINAI SCHOOL OF MEDICINE, NEW
YORK, NEW YORK, AND DIRECTOR, GERIATRIC RESEARCH
EDUCATION AND CLINICAL CENTER, VETERANS AFFAIRS
MEDICAL CENTER, BRONX, NEW YORK

Dr. CAsseL. Thank you. Congressman Thomas, Congressman
Stark, and members of the committee, I am pleased to be here with
you today to address this important topic.

Chairman THOMAS. Dr. Cassel, let me tell you that although it
is a pretty room, the acoustics are not real good and these micro-
phones are very unidirectional. You need to speak directly into it.
Thank you.

Dr. CASSEL. I am an internist and geriatrician and professor and
Chairman of the Henry L. Schwartz Department of Geriatrics and
Adult Development at the Mount Sinai School of Medicine and Di-
rector of the Geriatric Research Education and Clinical Center at
the Bronx Veterans Affairs Medical Center. I tell you this because
in my field of geriatric medicine, it is an area that is one of the
highest risks for complications of medical care. Errors are a small
part of those kinds of complications.

Today, I am pleased to be here representing the Institute of
Medicine’s Committee on the Quality of Health Care in America
and our recently released report, “To Err is Human: Building a
Safer Health System.”

Our committee concluded that medical mistakes rank eighth
among the leading causes of death, ahead of traffic accidents,
breast cancer, and AIDS. The good news is, we strongly believe
that it is possible to achieve at least—at least—a 50 percent reduc-
tion in errors over the next five years. The knowledge and tech-
nology exists to prevent many of these mistakes.

No physician or nurse wants to hurt patients, and doctors,
nurses, and other health workers are highly trained to be careful
and take precautions. They are held and they hold themselves to
high standards. Paradoxically, it is precisely this exclusive focus on
the individual as the source of mistakes that makes health care so
unsafe.
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Errors are seldom due to carelessness in the sense of lack of try-
ing hard enough. More commonly, they are caused by faulty sys-
tems, processes, and conditions that lead people to make mistakes
or fail to prevent them. They can be prevented by designing sys-
tems that make it hard for people to do something wrong and easy
for them to do it right.

Safe industries, such as aviation, chemical manufacturing, and
nuclear power learned this lesson a long time ago. While insisting
on training and high standards of performance, they recognize that
these alone are insufficient to ensure safety. They also pay atten-
tion to factors that affect performance, such as work hours, work
conditions, information technology, team relationships, and the de-
sign of tasks so that errors are difficult to make. They create safety
by design. Health care must do the same.

To address this serious issue, our report puts forth a comprehen-
sive strategy for government, industry, consumers, and providers
all to take action. The strategy calls for four major things.

One, the creation of a Center for Patient Safety within the Agen-
cy for Health Care Research and Quality to provide leadership, in-
vest in research on medical errors, and build prototype systems to
improve safety, and disseminate this information on best practices.

Two, establishment of mandatory and voluntary reporting sys-
tems. A nationwide, State-based mandatory reporting system is
needed to collect information on the most serious errors that result
in death or permanent harm and to use this information to better
understand the factors that contribute to errors, to encourage
health care organizations to take necessary steps to prevent future
errors, and to keep the public informed about safety issues. Vol-
untary reporting systems focusing on errors that result in lesser or
no harm, what the aviation industry calls near misses, should be
encouraged by extending peer review protections to the data and
information in these systems.

Third, strengthening the standards and expectations for improve-
ments in safety that are set by accrediting and licensing organiza-
tions, group purchasers, and professional groups.

And fourth, creating safety systems inside health care organiza-
tions, including integrated health plans, hospitals, nursing homes,
and outpatient facilities.

As you said, Mr. Chairman, the response to the IOM report has
been phenomenal. This report received nearly saturation coverage
in the national media. There were more than 100 live and taped
appearances of committee members on local television and radio
stations. In a recent survey conducted by the Kaiser Family Foun-
dation, 51 percent of Americans closely followed the news of this
release. Steady news coverage of this critical issue continues.

Since the release of this report, questions have been raised re-
garding the recommendation, especially regarding two of our rec-
ommendations, one pertaining to the Center for Patient Safety and
the second pertaining to mandatory and voluntary reporting sys-
tems. I would like to focus a few more words of my testimony in
these two areas, but I would be happy to answer your questions
about any part of the report.

The Center for Patient Safety. Meeting this safety challenge, we
feel, requires leadership and action at a national level. Attention
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and resources are critical to making safety the number one priority
of other health care industries. Unless something like the Center
for Patient Safety is created to keep attention focused on these
issues and to enhance the base of knowledge and tools, meaningful
progress is going to be very difficult.

The Center for Patient Safety is not intended to be a regulatory
or standard-setting body. It is expected to track progress and issue
an annual report to the President and to Congress on patient safe-
ty and to enhance knowledge of safety by funding research into the
application of safety sciences to health care and the development
of prototype systems.

At present, there is no national visibility for this issue outside
of this alarm in the recent press. There is no stimulus or encour-
agement for health care organizations to get better at imple-
menting safe practices. We will not achieve safety unless we know
what we are striving for. We, therefore, need to set national goals
like the U.S. Preventive Services Task Force or Healthy People
2000.

The need for research is enormous. This is a new kind of re-
search for the health care world to take on. The funding for this
research has to be at a meaningful level in order to make a dif-
ference, and this is the agency that is responsible for our nation’s
health care quality information. It is an appropriate place to do
that.

Let me say a couple more words about the reporting of errors.
Our committee believes there should be both mandatory and vol-
untary reporting systems. We understand many of the problems
that have been raised about mandatory reporting systems, but we
believe that without some kind of mandatory system, we will not
know the rate of errors and we will not know if we have improved
them. We must also be responsible to the public in this sense. The
mandatory reporting will give us this information, will make us re-
sponsible to the public, and as importantly, will require that all
health care organizations make some level of investment in this
important area which will create a level playing field for health
care so that people who spend money on this will not be penalized.

The voluntary reporting is equally important, and I want to just
say that these kinds of less-harmful errors are much more difficult
to identify, and if we encourage voluntary systems, we can find
ways like the aviation industry has to identify the so-called near
misses and to improve our performance in the absence of harm to
patients. These voluntary systems should be afforded legal protec-
tions from data discoverability in order to allow the free exchange
of information within those systems.

In conclusion, let me just say that the core message from safety
experts that our committee heard and that I believe you will hear
today is to avoid a system that is punitive towards individuals.
That will inhibit accurate reporting and it will not reduce errors.
The key is creating an environment where teams can be creative
about reducing errors, where they have the information to work
with, and where the health care systems are accountable to the
public. Thank you very much.

Chairman THOMAS. Thank you, Dr. Cassel.

[The prepared statement follows:]



10

Statement of Christine K. Cassel, M.D., Member, Quality of Health Care in
America Committee Institute of Medicine, Professor and Chairman,
Henry L. Schwartz Department of Geriatrics and Adult Development,
Mount Sinai School of Medicine, New York, New York, and Director, Geri-
atric Research Education and Clinical Center, Veterans Affairs Medical
Center, Bronx, New York

Good morning, Congressman Thomas and members of the Committee. My name
is Christine K. Cassel. I am an internist and geriatrician, and Professor and Chair-
man of The Henry L. Schwartz Department of Geriatrics and Adult Development
at The Mount Sinai School of Medicine in New York and Director of the Geriatric
Research Education and Clinical Center at the Bronx Veterans Affairs Medical Cen-
ter. I am here today representing the Institute of Medicine’s Committee on the
Quality of Health Care in America which recently released the report To Err is
Human: Building a Safer Health System.

The IOM Committee on the Quality of Health Care in America concluded that
medical mistakes rank eighth among the leading causes of death—ahead of traffic
accidents, breast cancer, and AIDS. The good news is that we strongly believe that
it is possible to achieve at least a 50 percent reduction in errors over the next five
years. The knowledge and technology exists to prevent many of these mistakes.

No physician or nurse wants to hurt patients, and doctors, nurses, and other
health workers are highly trained to be careful and take precautions to prevent mis-
takes. They are held and hold themselves to high standards. Paradoxically, it is pre-
cisely this exclusive focus on the individual as the source of mistakes that makes
health care so unsafe.

Errors are seldom due to carelessness or lack of trying hard enough. More com-
monly, errors are caused by faulty systems, processes and conditions that lead peo-
ple to make mistakes, or fail to prevent them. They can be prevented by designing
systems that make it hard for people to do something wrong and easy to do it right.
Safe industries, such as aviation, chemical manufacturing, and nuclear power,
learned this lesson long ago. While insisting on training and high standards of per-
formance, they recognize these are insufficient to insure safety. They also pay atten-
tion to factors that affect performance, such as work hours, work conditions, infor-
mation technology, team relationships, and the design of tasks to make errors dif-
ficult to make. They create safety by design. Health care must do likewise.

To address this serious issue, our report puts forth a comprehensive strategy for
gol\ierfpment, industry, consumers, and providers all to take action. The strategy
calls for:

¢ The creation of a Center for Patient Safety within the Agency for Healthcare Re-
search and Quality to provide leadership, invest in applied research on medical er-
rors, build prototype systems to improve safety, and disseminate information on
“best practices” throughout the health care system.

« Establishment of mandatory and voluntary reporting systems. A nationwide,
state-based mandatory reporting system is needed to collect information on the most
serious errors that result in death or permanent harm, and to use this information
to better understand the factors that contribute to errors, to encourage health care
organizations to take the necessary steps to prevent future errors, and to keep the
public informed of safety issues. Voluntary reporting systems, focusing on errors
that result in lesser or no harm (what the aviation industry calls “near misses”),
should be encouraged by extending peer review protections to data and information
in these systems.

« Strengthening the standards and expectations for improvements in safety that
are set by accrediting and licensing organizations, group purchasers, and profes-
sional groups.

* Creating safety systems inside health care organizations, including integrated
health plans, hospitals, nursing homes and outpatient care facilities.

The response to the IOM report on errors has been phenomenal. The report re-
ceived near saturation coverage in the national media, including front page and
leading news coverage in most of the major national newspapers and television
news programs. There were also more than 100 live and taped appearances of Com-
mittee members on local television and radio stations. In a recent survey conducted
by the Kaiser Family Foundation and Harvard School of Public Health, it was found
that 51% of Americans closely followed news of the release of the report. Moreover,
steady news coverage of this critical issue continues.

Since the release of the report, questions have been raised especially regarding
the recommendations pertaining to the creation of a Center for Patient Safety and
the mandatory and voluntary reporting systems. I would like to focus my testimony
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on our Committee’s thinking in these two areas, but I would be happy to answer
questions about any part of the report.

Center for Patient Safety

Meeting the patient safety challenge will require leadership and actions at all lev-
els, but national leadership, attention and resources are absolutely critical to mak-
ing safety the #1 priority of every health care institution. Experience from other in-
dustries, such as aviation, suggests that unless a Center is created to keep attention
focused on patient safety and enhance the base of knowledge and tools, meaningful
progress is not likely.

The Center for Patient Safety is not intended to be a regulatory or standard-set-
ting body, but it is expected to track progress and issue an annual report to the
President and Congress on patient safety, and to enhance knowledge of safety by
funding research into the application of safety sciences to health care and the devel-
opment of prototype systems. The Center would also be responsible for dissemina-
tion of information on “best practices.”

Goal-setting. At present, there is no national visibility for patient safety, and no
stimulus or encouragement for health care organizations to implement safe prac-
tices. We cannot achieve safety unless we know what we are striving for. By setting
national goals, much like the U.S. Preventive Services Task Force, or Healthy Peo-
ple 2000, the Center for Patient Safety can “raise the bar” for achievement by all
organizations.

Research and development. While much is known from prior research and indus-
trial experience about theories of error causation and prevention, relatively little is
known about the application of those theories and methods in medical practice. Be-
cause principles of safety have been so sparsely used in health care, their usage
needs to be studied in a number of applications (medication safety, surgical oper-
ations, new technologies, etc.) and in a variety of settings (e.g., emergency rooms,
intensive care units, and doctors’ offices). The Center for Patient Safety would set
a research agenda and fund both intramural and extramural research projects to
address those needs. The need is enormous. The funding should be at a meaningful
level in order to make a difference.

For its development role, the Center for Patient Safety would lead and facilitate
the application of known principles and research findings in the definition of best
practices and processes. These would apply to both clinical care and management,
and are needed for virtually all systems in health care organizations: medication
systems, operating rooms, emergency departments, diagnostic testing, care of the el-
derly, etc. Some of these activities can, and should, be led by professional societies
who can mobilize the expertise and commitment of their members. The Center
would also develop methods for consumer education and be responsible for dissemi-
nating safety information widely.

The need to develop these research, education, dissemination, and facilitation ac-
tivities is the principal reason for recommending that the Center for Patient Safety
be lodged in the Agency for Healthcare Research and Quality. These functions are
similar to those that the Agency has traditionally carried out over the past decade
under its quality improvement agenda. It can easily provide both the leadership and
the expertise needed by the Center for Patient Safety to establish new programs.

Evaluation. The Center for Patient Safety could also perform the valuable func-
tion of coordinating, collecting and analyzing data provided by both voluntary and
mandatory reporting systems. It would monitor national progress in improving pa-
tient safety and provide an annual report to Congress, including recommendations
to health care organizations and the various agencies and associations for improving
patient safety. Part of this function might also be served by the newly established
National Forum on Health Care Quality Measurement and Reporting.

Reporting of Errors

The IOM Committee also believes there should be mandatory and voluntary re-
porting systems. Mandatory reporting systems should focus on detection of errors
that result in serious patient harm or death. While safety experts recognize that er-
rors resulting in serious harm are the “tip of the iceberg,” they represent the small
subset of errors that signal major system breakdowns with grave consequences for
patients.

Mandatory systems serve three purposes. First, they provide the public with a
minimal level of protection by assuring that the most serious errors are reported
and investigated and appropriate follow up action taken. Second, they provide an
incentive to health care organizations to improve patient safety in order to avoid
the potential penalties and public exposure. Third, they require all health care orga-
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nizations to make some level of investment in patient safety, thus creating a more
level playing field.

We recommended that a nationwide, state-based system of mandatory reporting
be established that provides for the collection of standardized information about the
most serious errors. Congress should provide funds and technical expertise for state
governments to establish or adapt their current error reporting systems to collect
the standardized information, analyze it and conduct follow-up action as needed
with health care organizations.

The committee believes there is a serious problem of accountability for safety in
health care and that current mechanisms for holding health care organizations ac-
countable for safety are inadequate. We use the phrase “holding accountable” not
as code for blame and punishment, but to mean insuring responsibility, i.e., making
sure that health care organizations are doing everything they reasonably can for pa-
tient safety. If mandatory reporting systems are perceived as unfairly punitive, or
embarrassing for the organization, compliance will be reluctant and incomplete. But,
improvement cannot happen in the absence of reliable data. Reporting, alone, does
not improve safety or reduce hazards. Unless reporting is followed by understanding
and change, safety will not improve. Investigation of the circumstances surrounding
incidents is required to determine the underlying causes. Improvements only occur
if the analysis identifies systems failures and they are corrected. Success of the in-
vestigation and analysis depends in large measure on the degree to which individ-
uals feel it is safe to participate. Systems that have been most successful in bringing
about changes for safety combine mandatory reporting with some degree of confiden-
tiality and protection of individual providers.

Although state governments would be responsible for the mandatory reporting
program, this does not mean that a state would have to collect and analyze the data
themselves. A state may choose to rely on an accrediting body, a peer review organi-
zation or other private sector oversight entity to perform this function. Twenty
states already have mandatory error reporting systems. Since the release of our re-
port, a number of others are exploring this option. Flexibility and innovation in im-
plementation is important at this stage of development because states that have ex-
isting adverse event programs have used different approaches to implement their
programs and a “best practice “ or preferred approach is not yet known.

The IOM Committee believes that voluntary reporting systems play a valuable
role in encouraging improvements in patient safety and are a complement to man-
datory reporting systems. The focus of voluntary systems is usually on errors that
resulted in no harm, or very minimal patient harm. Voluntary reporting systems are
particularly useful for identifying types of errors that occur too infrequently for an
individual health care organization to readily detect based on their own data, and
patterns of errors that point to systemic issues affecting all health care organiza-
tions. The continued development of voluntary reporting systems should be encour-
aged, and voluntary reporting systems should be afforded legal protections from
data discoverability. The core message from safety experts in other fields is to avoid
a system that is punitive towards individuals—it will inhibit accurate reporting and
won’t reduce errors. The key is creating an environment where teams can be cre-
ative about reducing errors, where they have the information to work with, and
where the health care systems are accountable to the public.

Thank you for this opportunity to testify. I would be happy to answer any ques-
tions the Committee may have.

————

Chairman THOMAS. Ms. Connell is the Aviation Safety Reporting
System Director at the National Aeronautics and Space Adminis-
tration Ames Research Center, Moffett Field, and, of course, the
FAA and the reporting procedure associated with that is held up
as a model. But something that some folks may not know, Ms.
Connell is also a nurse, so that she has an opportunity to have a
comparison of two different worlds, one in which many folk wear
blue uniforms with epaulets and the other world in which they
have a stethoscope around their neck and a white coat, one which
has an open structure of reporting errors, the other one seems to
have a degree of secrecy about the fact that errors even occur. Ms.
Connell?
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STATEMENT OF LINDA J. CONNELL, DIRECTOR, AVIATION
SAFETY REPORTING SYSTEM, NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION, MOFFETT FIELD, CALIFORNIA

Ms. CONNELL. Mr. Chairman and members of the subcommittee,
I thank you very much for the invitation to provide information to
you on the Aviation Safety Reporting System, which I will call the
ASRS from here on. This system in aviation is a voluntary, con-
fidential, non-punitive safety reporting system that has been con-
tributing to aviation safety since 1996. As the Director of the ASRS
for NASA, I will attempt to highlight some of the aspects of this
sy?tem that may be applicable to the current efforts in health care
safety.

The ASRS is a highly successful and trusted program that has
served the needs of the aviation community for 24 years. The ASRS
was established as a result of a very tragic accident in 1974, not
far from here, when TWA 514 collided with a Virginia mountaintop
on approach to Dulles. It was discovered in the ensuing NTSB acci-
dent investigation that a United Airlines crew had very narrowly
escaped the same fate only six weeks prior.

As a result, the NTSB provided a recommendation to the FAA
and the ASRS began operation in 1976 under an agreement be-
tween the FAA and NASA. This cooperative safety program invites
pilots, air traffic controllers, flight attendants, maintenance per-
sonnel, and others to voluntarily report to NASA any actual or po-
tential hazard to safe aviation operations.

As the medical community begins to consider the value of report-
ing systems within their discipline, there are several constructs
that are a part of ASRS which could be beneficial. The guiding
principles of the ASRS are that it is voluntary, it is non-punitive,
and it is confidential. It is voluntary in the sense that any person
involved in the daily operations of the system can report to NASA
by their choice and describe any event they determine to be impor-
tant. Although the system solely excludes accident and criminal
event reporting, it was decided that the system should not restrict
or influence what the people wanted to say about safety or their
experiences. This was an opportune decision and has helped to ex-
pand the insights into human performance.

The ASRS is considered non-punitive in that the reporters to the
ASRS are guaranteed limited immunity by the FAA. The FAA will
not use, nor will NASA provide, any information that has been
filed with the ASRS in an enforcement action. The FAA will also
waive fines and penalties for unintentional violations of any Fed-
eral Aviation regulation as long as those violations are reported
within ten days to the ASRS and that all criteria written in an ad-
visory circular are met.

All the reports submitted to the ASRS are held in strict con-
fidence. More than 470,000 reports have been submitted since the
beginning of the program without a single reporter’s identity being
revealed in those 24 years. Currently, the ASRS program is receiv-
ing approximately 36,000 reports annually.

I would like to point out that the ASRS is a unique safety infor-
mation system. No other such system, voluntary or mandatory, of-
fers and delivers the complete standard of confidentiality and sub-
sequent anonymity provided by the ASRS program. The successful
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longevity of this system and its continuing trust and strength
arises almost solely from the proven ability to protect the identity.

It is important to remember that the ASRS is not an investiga-
tive system. There are two main purposes under the ASRS func-
tion. One is to identify any deficiencies or discrepancies in the sys-
tem and alert the system. Two is to provide data for planning and
safety improvement.

The ASRS has released numerous alert messages concerning po-
tential hazards and important occurrences and they are paid atten-
tion to. We also hold biweekly telecons with the FAA in order to
highlight any significant report information. These discussions in-
volve information that is fully de-identified by the NASA expert an-
alysts, who are retired airline pilots, air traffic controllers, mechan-
ics, flight attendants.

The long-term purpose for the ASRS is met by the database,
which provides de-identified reports that include an extensive nar-
rative section which is a very complete description of the event.
Due to the style of reporting and our ability to contact the report-
ers while processing their report, we are able to find out the “why”
of the event, not just a terse description. Once this data is placed
into the database, it is accessible to the public.

The ASRS has accomplished over 5,800 database searches for the
government, students, research organizations, international organi-
zations, aircraft manufacturers, as well as others not in our dis-
cipline, as in nuclear power. The FAA is the top requester of this
ASRS information.

There are several factors that could be described as components
for success. Briefly, some of these factors are the independence,
perceived and actual independence, of the operating organization;
the involvement of an advisory group representing the reporter
community from the beginning; the availability of expert analysts
for the report processing; continuous feedback of information to the
reporter communities; and ongoing research utilizing this data.

It is noteworthy as people consider the application of the aviation
model to medicine that the ASRS model has generally been accept-
ed in international aviation systems. There are currently seven
countries that have operating voluntary systems.

This concludes my remarks, and I would close in stating that we
at the ASRS firmly believe that the collection of voluntary reports
and the subsequent database provide the most authoritative source
of human performance information that exists in aviation. I thank
you.

Chairman THOMAS. Thank you very much.

[The prepared statement follows:]

Statement of Linda J. Connell, Director, Aviation Safety Reporting System,
National Aeronautics and Space Administration, Moffett Field, California

Mr. Chairman and Members of the Subcommittee,

I am pleased to respond to your request for information on the Aviation Safety
Reporting System (ASRS). The ASRS is a model for voluntary, confidential, non-pu-
nitive safety reporting that has been contributing to aviation safety since 1976.
Some aspects of its applicability to the current efforts surrounding the improvement
of healthcare have been addressed in the December 1999 Institute of Medicine re-
port, “To Err is Human: Building a Safer Health System.”

The ASRS is a highly successful and trusted program that has served the needs
of the aviation community for 24 years. It is available to all participants in the Na-
tional Aviation System who wish to report safety incidents and situations. The
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ASRS was established in 1976 under an agreement between the Federal Aviation
Administration (FAA) and the National Aeronautics and Space Administration
(NASA). This cooperative safety program invites pilots, air traffic controllers, flight
attendants, maintenance personnel, and others to voluntarily report to NASA any
actual or potential hazard to safe aviation operations. The FAA, Office of System
Safety, provides most of the program funding. NASA Ames Research Center admin-
isters the program, assures confidentiality, receives all reports submitted to the pro-
gram, and sets policies in conjunction with the FAA and a fifteen member industry
Advisory Committee.

The ASRS collects and responds to these voluntarily submitted incident reports
to lessen the likelihood of aviation accidents. The ASRS data are used to identify
aviation system deficiencies for correction by appropriate authorities, support avia-
tion system policy, planning and improvements, and strengthen the foundation of
aviation human factors safety research.

The ASRS reporters are protected when they report to this system. NASA and the
FAA offer those who use the ASRS program two important reporting guarantees:
confidentiality and limited immunity. These guarantees as expressed in Federal
Aviation Regulation 14 CFR 91.25 and FAA Advisory Circular 00—-46D are offered
because this type of safety information is unique and its value can only be obtained
as a result of the confidence and trust placed in the program by the reporters. The
NASA preaddressed and postage-free form, NASA ARC 277A-D, is used by the avia-
tion reporters to submit information. The reports sent to the ASRS are held in strict
confidence. More than 470,000 reports have been submitted since the program’s be-
ginning without a single reporter’s identity being revealed. The ASRS removes all
personal names and other potentially identifying information before entering reports
into its database. Currently, the ASRS program is receiving 36,000 reports annu-
ally.

The reporters to ASRS are guaranteed limited immunity by the FAA. This means
that the FAA will not use, nor will NASA provide, information that has been filed
with the ASRS in an enforcement action, and will waive fines and penalties for un-
intentional violations of Federal Aviation Regulations, as long as violations are re-
ported within 10 days. However, accidents and criminal activities are not protected
from enforcement actions, and should not be submitted to the ASRS. In addition to
the immunity provisions associated with the ASRS program, reporters often men-
tion other equally important motivations for using the program. The reporters feel
increased satisfaction in knowing that they are helping to improve the aviation sys-
tem by giving safety information to the ASRS and increased understanding of the
factors contributing to their safety incident.

I would like to point out that the ASRS is a unique safety information system.
No other such system, voluntary or mandatory, offers and delivers the complete
standard of confidentiality and anonymity provided by the ASRS program. An indi-
cation of the importance of confidentiality is provided by the fact that over 70% of
the reports in the ASRS database contain statements revealing human error infor-
mation. It is not unusual for reporters to discuss their own operational mistakes,
mistakes they won’t tell others (like other government agencies or organizations),
let alone the reasons why it happened. Confidential incident reporting provides an
insight into events from the human perspective that can rarely be obtained through
other methods.

The successful longevity of the ASRS and its continuing trust and strength arises
from several factors. First and foremost is the promise of confidentiality which is
further reinforced by the 24-year history of proven ability to protect the identity of
a reporter. The next important factor is the program’s independence, both actual
and perceived. NASA, as the “honest broker” between the regulator and the re-
porter, has been a significant reason the ASRS is trusted and the reports received
are honest appraisals of the reporter’s performance and that of others in the avia-
tion system. NASA is a research organization with no regulatory authority and,
therefore, is perceived as a safe place to report sensitive, possibly self-incriminating,
information. NASA’s distinct position as an independent government agency with a
strong influence on aviation safety policy and practice has been invaluable in instill-
ing trust in the ASRS.

Another important factor is the creation of the ASRS Advisory Committee. This
body has assisted the ASRS by providing substantial advocacy, guidance concerning
ASRS policy, assurance to reporter communities of bona fide confidentiality, and
support for safety change as a result of incident reports. This Advisory Committee
has been very crucial from the initial steps of the creation of the ASRS and through-
out its history. The Advisory Committee attempts to represent all potential reporter
communities, as well as other industry organizations and government. Currently,
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this group exists under the NASA Aero-Space Technology Advisory Committee as
the ASRS Advisory Subcommittee.

The Advisory Committee has substantially assisted the ASRS in providing an-
other crucial factor important for its success. The importance of feedback to the re-
porter communities cannot be underestimated. The ability of the ASRS program to
convert the aviation community’s report input into constructive output is evidenced
by the many products produced by the ASRS (see Attachments A & B and <font
size="2">http://asrs.arc.nasa.gov). The ASRS has released 2,500 alert messages con-
cerning potential hazards and important occurrences. Approximately 42% of the
alert addressee responses indicate that a follow-up action was taken as a result of
the safety alert message. A monthly newsletter, CALLBACK, is distributed to over
88,000 recipients which captures and presents safety information from the incidents
received by ASRS. The participation of ASRS at significant safety organizational
meetings, conventions, and workshops continues to reinforce the participation by
these communities. The reporters can see evidence that information provided is uti-
lized for constructive changes to improve safety.

It is noteworthy as people consider the application of the aviation model to medi-
cine that the ASRS model has generally been widely accepted in international avia-
tion systems. There are currently seven countries that have operating voluntary,
confidential incident reporting systems. These countries are United Kingdom, Aus-
tralia, Canada, Russia, Taiwan, Korea, and the United States. Each country has
preserved the concepts of voluntary and confidential as the necessary structure to
accomplish the receipt of reports. Most countries have provisions for “use immunity”
(i.e., prohibition from use in enforcement action), but none have “transactional im-
munity” (i.e., waiver of disciplinary action). But all countries are very aware of their
survivability in relation to confidentiality. As an example to all systems, one coun-
try’s first system was completely destroyed due to lack of reporting after a breach
of a reporter’s identity.

As part of the process to protect a reporter’s identity, methods for de-identification
of the report are crucial. The ASRS employs aviation experts as its report analysts.
These people are, in fact, retired aviation professionals who analyze each report and
maximize the pertinent safety information available within the report. This analysis
process is performed by pilots, air traffic controllers, flight attendants, and mechan-
ics who have each had lengthy careers in aviation. Our system (as opposed to one
which has anonymous reporting) has the capability of calling incident reporters and
obtaining additional information as well as discussing the safety event with the re-
porter. When these interactions occur, you have pilots talking to pilots and control-
lers talking to controllers, etc. This process produces an increase in the validity of
the data. We are able to find out the “why” of the event, not just a terse description.
The narrative section of the report record is quite complete in its description of the
event, as well as the inclusion of key words and coding for retrieval from the elec-
tronic database.

The ASRS analysts, as well as providing their expertise and quality assurance,
are able to reliably remove information that might identify a reporter. The ASRS
places its highest priority on this protection. The goal is to remove enough informa-
tion to protect the reporter and preserve the safety message from the actual words
of the person reporting. This process of de-identification also relates to other topics
of interest which include the public release of information and legal discovery. The
ASRS database includes the data that has been determined to be most important.
Due to limited resources, the ASRS performs a type of triage to determine which
reports will be fully analyzed for inclusion in the database. Once this data is placed
into the database it is accessible to the public through the ASRS Search Request
process, an internet site managed by the FAA (http:/ [ nasdac.faa.gov / safety—data)
or by a private CD-ROM product on the market. The ASRS has accomplished over
5,800 database searches for government agencies, students, research organizations,
international organizations, aircraft manufacturers, etc. The FAA is the top re-
quester of the ASRS information. Often, we are asked for information through the
Freedom of Information Act (FOIA), but this is not needed, as NASA’s ASRS data-
base is openly available.

In relation to legal issues, incidents rarely give rise to the issues of negligence
and liability inherent in more serious events, like accidents. The reports are rapidly
de-identified, the narrative may be altered when analysts add additional clarifying
language, and a report from one reporter (e.g., a Capt.) will be paired with other
reports (e.g., a First Officer) describing the same event, etc. These policies and pro-
cedures subsequently alter the original report content to some extent. ASRS has
been informed that due to this the database report becomes hearsay evidence due
to its lack of an identifiable source, which appears to be of less interest in legal
cases. The ASRS has been told that in some cases the database reports have been
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used to defend a pilot, for example. Instead of the information being used against
a person, it has been used to illustrate a potential system flaw that numerous hu-
mans have been victim to. Therefore, if the event’s reporter does choose to share
their experience with the ASRS, they are not faced with the added threat of compli-
cating their own, or their employer’s legal position. The de-identification process
tends to drive out the fear of reporting.

It is important to note that the ASRS is not an investigative system. The informa-
tion contained in reports is evaluated carefully by experts, but the confidentiality
requirements of the system prevent us from obtaining third party verification. The
information relating to the existence and character of the phenomenon is relayed
to the appropriate organizations in a manner that permits and encourages them to
investigate the safety issue further and seek a solution, or implement interim proce-
dures to accommodate the phenomenon until a solution can be identified and insti-
tuted. We firmly believe that the ASRS incident database is the most authoritative
source of human performance information that exists in aviation today. This pro-
gram is a paradigm that can be utilized in many other disciplines.

Thank you for providing me with this opportunity to present information on the
Aviation Safety Reporting System regarding our efforts and activities associated
with improvements in safety. If the ASRS can be of any further assistance to the
Subcommittee or its members, please feel free to call upon us at your convenience.

Mr. Chairman, Members of the Subcommittee, this concludes my testimony.

AVIATION SAFETY REPORTING SYSTEM SIGNIFICANT PROGRAM SAFETY PRODUCTS

The following is a listing of the variety of safety products that were accomplished
by the NASA ASRS staff:

GENERAL ACCOMPLISHMENTS

» Since the implementation of the Aviation Safety Reporting System (ASRS) in
1976, over 474,000 reports have been submitted by pilots, mechanics, air traffic con-
trollers, cabin attendants, and other aviation personnel.

. l’ghe ASRS is the largest repository of aviation human factors incidents in the
world.

-1 The ASRS has an unblemished record of never breaching reporter confiden-
tiality.

¢ The ASRS has accomplished over 5,800 database searches for government agen-
cies, students, research organizations, international organizations, aircraft manufac-
turers, etc.

¢ Since 1976, the ASRS has issued over 2,500 safety alert messages in the form
of Alert Bulletins & For Your Information Notices. Approximately, 42% of the ad-
dressee responses indicated that a follow-up action was taken as a result of the safe-
ty alert message.

OPERATIONAL IMPACTS

¢ Identified and alerted the FAA Office of Aviation Safety & the NTSB to the
wake vortices caused by B757 aircraft. Consequently, the FAA issued a directive re-
quiring increased separation behind B757 aircraft and the issuance of wake turbu-
lence advisories. Identified and alerted the FAA Office of Aviation Safety & the Air
Transport Association to the affects of passenger electronic devices on air carrier
communication & navigation systems.

¢ Issued an ASRS Alert Bulletin to the aircraft manufacturer that concerned an
L-1011 electrical fire. The manufacturer subsequently issued a Flight Operations
Advisory Bulletin to all L-1011 operators.

¢ Issued an ASRS Alert Bulletin to the air traffic managers at Los Angeles Con-
trol Tower and the Southern California TRACON concerning close-in instrument ap-
proach changes. The FAA collaborated with various manufacturers to implement a
flight management system (FMS) program modification that would promptly display
transitions to newly assigned runways.

e Issued an ASRS For Your Information Notice concerning the airport lighting
and general conditions of the Pickens County Airport, Jasper, GA. The local FAA
Flight Standards office conducted an on-site inspection of the airport and issued a
warning notice to the Pickens County Commissioner to take corrective actions with-
in 30 days of the notice.

¢ Issued an ASRS For Your Information Notice to the Airport Manager of Mitch-
ell International Airport, Milwaukee, WI concerning an unsafe runway incursion in-
cident. The airport authorities subsequently completed a project to install flashing
warning lights at key runway intersections.
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¢ Issued an ASRS Alert Bulletin to FAA Headquarters concerning a smoldering
passenger’s bag in a DC-10 aircraft that was caused by animal-shaped butane ciga-
rette lighters. The FAA subsequently issued a notice to airport security personnel
on the toy-shaped lighters.

NTSB ACCIDENT SUPPORT

¢ A database search of Jetstream-31 aircraft failure incidents was forwarded to
the NTSB in conjunction with the Jetstream-31 accident at Raleigh-Durham, NC.

¢ A database search of EMB-120 aircraft engine incidents was forwarded to the
NTSB in conjunction with the EMB-120 accident near Carrollton, GA.

« A database search of Colombian airspace incidents were forwarded to the NTSB
in conjunction with the B757 accident near Cali, Colombia.

¢ Accomplished a database search request for the NTSB in support of the inves-
tigation of the MD-11 accident near Halifax, Nova Scotia.



NASA/ASRS RESEARCH IMPACT: A PARTIAL LISTING

NASA/ASRS Research Product
or Data

Year

Regulatory/Operational Effects

Cited In

Human Factors Associated
with Runway Incursions,
C.E. Billings, NASA TM
78540 (ASRS QR#8). An
analysis of ASRS incident
data.

Knowledge of the limita-
tions of the ATC system
in conflict avoidance ca-
pabilities, William P.
Monan, NASA TM 81197.

Distraction—A Human Fac-
tor in Air Carrier Hazard
Events (ASRS QR#9)

Used as resource in NTSB and FAA
studies of runway transgressions;
1991 FAA study resulted in new
procedures and improved runway/
taxi marking systems.

Provided data and motivation for
FARs Part 121.542 and Part
135.100, “Flight Crewmember

Duties” (“;The Sterile Cockpit Rule”).

¢ Runway Incursions at Controlled
Airports in the United States, NTSB
special Investigation Report,
(NTSB.SIR-86/01)..

* Runway Incursion Plan, DOT/
FAA Associate Administrator for
System Engineering and
Development, ARD-100, January
1991..

* Pilot Surface Incident Safety
Study, David R. Kelley and J. Glenn
Steinbacher, MITRE, report
prepared for DOT/FAA Office of
Integrated Safety Analysis under
the direction of the Associate
Administrator for Aviation Safety
(March 1993)..

 Altitude Deviation Study.gT1 A
Descriptive Analysis of Pilot and
Controller Incidents , MiTech, Inc.
and Carlow Associates, DOT|FAA
Research and Development Service,
Final Report, October 1992.

* Federal Register, Notice of
Proposed Rulemaking, Vol. 45, No.
169, August 28, 1980, p. 57684..

* Federal Register, Final Rule, Vol.
46, No. 12, January 19, 1981, p.
5500..

» Flight Safety Digest, “Accident
and Incident Reports Show
Importance of Sterile Cockpit
Compliance,” Vol. 13, No. 7, July
1994, 1-8..
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Probability Distributions of
Altitude Deviations, R.
Thomas and L. Rosen-

thal, NASA CR 166339.

Non-Airborne Conflicts: The
Causes and Effects of
Runway Transgressions,
Richard J. Tarrel, NASA
CR 177372. An analysis

of ASRS incident data.

Human Factors in Aviation
Operations: The

Hearback Problem, Wil-
liam P. Monan, NASA

CR 177398

March 1986 ......cccoovievieniirieiiiieeeieeeeeeeeeeee e

First in-depth study of the
characteristics of altitude deviations
in the ASRS database, including
geometry and distribution of
altitude deviations..

Used as resource in NTSB and FAA
studies of runway transgressions;
1991 FAA study resulted in new
procedures and improved runway/
taxi marking systems.

Motivated 1986 change to FAA Air
Traffic Control headbook order
7110.65) requiring comptrollers to
ensure that pilot readbacks are
correct. Also Introduced the term
“hearback” to the aviation
community (subsequently widely
adopted);.

« Altitude Deviation Study: A
Descriptive Analysis of Pilot and
Controller Incidents, MiTech, Inc.
and Carlow Associates, DOT/FAA
Research and Development Service,
Final Report, October 1992.

¢ Runway Incursions at Controlled
Airports in the United States, NTSB
special Investigation Report,
(NTSB.SIR-86/01)..

* Runway Incursion Plan, DOT/
FAA Associate Administrator for
System Engineering and
Development, ARD-100, January
1991..

 Pilot Surface Incident Safety
Study, David R. Kelley and J. Glenn
Steinbacher, MITRE, report
prepared for DOT/FAA Office of
Integrated Safety Analysis under
the direction of the Associate
Administrator for Aviation Safety
(March 1993)..

¢ FSF Accident Prevention Bulletin,
Vol. 43, No. 10(3), October 1986,
“The Hearback’ Problem”.

e Flight Safety Foundation Accident
Prevention, “My Own Mouth Shall
Condemn Me, “Vol. 47, No. 6, June
1990..
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Cockpit or Cabin Crew Co-
ordination, Kim M.
Cardosi and M. Stephen
Huntley, Jr., DOT/FAA/
FS-88/1, Final Report.
Utilized ASRS data.

VFR Flight Near TCAs:
Practices, Perceptions &
Problems, R. Tarrel, et al
(ASRS)

Human Factors of Flight-
Deck Checklists: The Nor-
mal Checklist, Asaf
Degani and Earl Wiener,
NASA CR 177549. Find-
ings based on ASRS data.

February 1988

* Motivated issuance of FAA
Advisory Circular 120—48 (7/13/88),
“Communication and Coordination
Between Flight Crewmembers and
Flight Attendants”.

Study performed at request of FAA
Office of Aviation Safety; believed to
have influenced moderation of FAA
enforcement posture toward General
Aviation pilots.

Published as a mandatory
requirement for all FAA inspectors
that certify checklists (1995); more
than 2,400 copies requested by
operational community as the result
of CALLBACK summary.

* Incorporated in FAA Advisory
Circular 120-64..

* NASA/ASRS CALLBACK, No.
136-137 (Sept—Oct 1990)..

* Aviation Daily, November 5, 1990,
p. 241..

« USAir Airwaves, December 1990,
12-13..

» Journal of flight engineers
(Varig), Vol. 17 (63), 1990..

All Nippon Airlines Journal, No.
149, 17-21, 1991..

» Journal of the United Nations
Civil Aviation Organization, Vol. 46
(6), 18-21, 1991..

 Delta Airlines Safety Newsletter,
Vol. 6 (1-2), 1991..

¢ Human Factors, Vol. 35, No. 2,
June 1993, 345-359. <.
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“Eliminating Pilot-Caused
Altitude Deviations: A
Human Factors Ap-
proach,” Robert L.
Sumwalt, in Proceedings
of the Sixth International
Symposium on Aviation
Psychology, The Ohio
State University.

The Use and Design of
Flightcrew Checklists and
Manuals, John W. Turn-
er and M. Stephen Hunt-
ley, Jr., U.S. DOT Re-
search and Special Pro-
grams Administration,
Final Report. Findings
based on ASRS data.
“One Zero Ways to Bust an
Altitude,” Donald George,
ASRS Directline. Review
of ASRS data on altitude
deviations.

April 1991

Fall 1991

Described genesis of USAir’s
Altitude Awareness Program and
usefulness of ASRS data in this
enterprise..

Study was supported by six Part
121 and nine Part 135 carriers, and
an ALPA survey. Contained
recommendations for formatting and
content of checklists and manuals,
and use by flight crews..

Distribution to an estimated
50,000+ pilots in US. and foreign
operations.

* “The Development of an Altitude
Awareness Program: An Integrated
Approach,” Thomas M. Granada,
Carlow Associates; Capt. Donald H.
McClure, ALPA; Capt. James W.
Fogarty, USAir, paper presented at
the Human Factors Society Meeting,
1991..

 Altitude Deviation Study: A
Descriptive Analysis of Pilot and
Controller Incidents , MiTech, Inc.
and Carlow Associates, DOT/FAA
Research and Development Service,
Final Report, October 1992.

¢ United Airlines excerpted portions
of article and distributed to all of its
9,000 pilots in a United Airlines
Flight Safety Brief. UAL also
reproduced a graphic from the
article and made it into a poster for
company-wide distribution..
 Article reprinted by TWA, USAir,
New Zealand Air, GATCO,
Commercial Aviation Safety (UK),
and Focus on Commercial Aviation..
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“Air Carrier Ground Deic-
ing/Anti-Icing Problems,”
Robert L. Sumwalt, in
Proceedings of the Sev-
enth International Sym-
posium on Aviation Psy-
chology, The Ohio State
University. Review of
ASRS data on ground de-
icing operations. The au-
thor summarized the re-
sults of this research in
personal correspondence
to the FAA in April 1993,
in response to Docket No.
26930 (interim NPRM).
A Review and Discussion of
Flight Management Sys-
tem Incidents Reported to
the Aviation Safety Re-
porting System, Donald
Eldredge, Susan
Mangold, and Robert
Dodd, U.S. DOT/FAA Re-
search and Development
Service. Analysis of
ASRS FMA-related data-
base reports

On the Typography of
Flight Deck Documenta-
tion, Asaf Degani, NASA
CR 177605

April 1993 ........

February 1992

December 1992

FAA Advisory Circular 120-60 (5/
19/94) contained a provision
recommended by the ASRS study
and its author requiring an outside-
the-aircraft check for icing
contamination..

Frequently requested by air carrier
and aviation industry organizations.

Published as a mandatory
requirement for all FAA inspectors
that certify checklists (1995); more
than 800 copies requested by
operational community as the result
of CALLBACK summary.

» “Aircraft Ground Deicing
Problems: Recommendations from
Analysis of ASRS Incident Data,”
SAE Ground Deicing Conference
Transcription of Proceedings, June
15-17, 1993, Salt Lake City, Utah..
* “Incident Reports Highlight
Problems Involving Air Carrier
Ground Deicing/Anti-icing,” Robert
L. Sumwalt, FSF Airport
Operations, Vol. 19, No. 5,
September/October 1993..

* Incorporated in FAA Advisory
Circular 120-64..

* Human Performance
Considerations in the Use and
Design of Aircraft Checklists.
Federal Aviation Administration,
Office of Safety Services-Safety
Analysis Division, 1995..

» NASA/ASRS CALLBACK, No. 168
(May 1993)..

€¢



NASA/ASRS RESEARCH IMPACT: A PARTIAL LISTING—Continued

NASA/ASRS Research Product
or Data

Year

Regulatory/Operational Effects

Cited In

On the Design of Flight
Deck Procedures, Asaf
Degani and Earl Wiener,
NASA CR 177642. Find-
ings based on ASRS data.

June 1994

Published as a mandatory
requirement for all FAA inspectors
that certify checklists (1995); 200
copies requested from NASA as the
result of CALLBACK summary.

* Incorporated in FAA Advisory
Circular 120-64..

e Human Performance
Considerations in the Use and
Design of Aircraft Checklists.
Federal Aviation Administration,
Office of Safety Services-Safety
Analysis Division, 1995..

» NASA/ASRS CALLBACK, No. 184
(Sept 1994)..
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e —

Chairman THOMAS. We have a vote on now and we are running
short of time, given the distance from the floor that this hearing
room is, so I would ask for our witnesses to allow us to recess and
I would like to reconvene at 10:25.

[Recess.]

Chairman THoMAS. I want to thank you both for your testimony.
During the debate on patient protection, which has passed both
houses and is now in conference, there was a common reference to
a movie, I think it was “As Good As It Gets,” and the throw-off
lines about HMOs. It was obviously art and a work of fiction, but
somehow, it was representative of the truth.

I was struck by another movie called “Malice” in which Alec
Baldwin plays a surgeon and there is a discussion going on in
which there was great concern about the question of life hanging
in the balance and the comment was that, well, they had better
pray to God, and Alec Baldwin said that they had better pray to
me because I am God.

Now, that was as much a fictional script as “As Good As It Gets,”
but I think it also focuses, as art often does, in a non-statistical
way, on a general belief that, to a certain extent, one of the reasons
there has been some great difficulty in getting the kind of error
structure in place in the medical community is because of that type
of an attitude. Is there any truth, any relevance to that? Is there
any indication that the argument is that, after all, medicine is pri-
marily an art and great artists have to be left alone so that they
can do the best they can in a difficult environment?

Dr. CasseL. Well, there is—I do not know so much about the art
component. I think medicine is a skill and it deals with uncertainty
and it deals with science and technology. It also deals with human
beings, as we were talking about earlier.

Chairman THOMAS. I believe all of those are true in the aviation
industry.

Dr. CAsSEL. That is right.

Chairman THOMAS. Would you say, Ms. Connell, that that is
probably a good profile of some fairly egotistical pilots who think
they are really good at what they do?

Ms. CoNNELL. They are highly trained and highly skilled.

Chairman THOMAS. Yes.

[Laughter.]

Ms. CASSEL. But, Mr. Thomas, I think it is also true that the cul-
ture of medicine has held physicians and nurses accountable as in-
dividuals for getting it right all the time. It has not been so much
a systems approach. One specialty:

Chairman THOMAS. So if you do not get it right, do not talk
about it?

Ms. CASSEL.—it is your fault. Do not talk about it, because it is
your fault, and do it better next time. One specialty has begun to
address this with remarkable success, and that is anesthesiology,
which has recognized the high-risk environment in which they
work and has begun actually to take some lessons from aviation to
look at team interaction, to look at identifying——
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hChairman THOMAS. Is there not a real world result, and that is
the

Ms. CASSEL. And there is a real world result.

Chairman THOMAS.—the insurance costs for that specialty have
dropped dramatically because of the structure.

Ms. CASSEL. Dramatically, right. So it can be done.

Chairman THOMAS. Now, I understand there was some complaint
or difficulty about that because what they really did was try to do
a look-back dealing with history in trying to shape where they go
forward. That may be difficult, but obviously, it is not impossible.

Ms. CASSEL. That is right.

Chairman THOMAS. And by stating that it is there does not mean
other specialties could not adopt exactly the same procedure?

Ms. CASSEL. Probably not exactly the same procedure,
because——

Chairman THOMAS. Roughly?

Ms. CASSEL.—other specialties operate in a different context. For
example, my specialty, geriatric medicine, is not in the operating
room. We are in the community. We are in nursing homes. But the
same principles of being willing to sit down with your colleagues
and talk about potential mistakes and how to prevent them can be
applied just as well.

Chairman THOMAS. Ms. Connell, obviously, the statement that I
made that you had an organization that is always used as an ex-
ample of how to do it right, but you also have been historically in-
volved in the medical community. Based upon your knowledge, is
there no transferability, is there modest transferability, or is there
significant transferability in what you have been doing in aviation
to a medical model?

Ms. CONNELL. My experience in medicine basically finished in
1986 and I have been inactive since that time. But when I became
involved in the ASRS, I just intuitively saw ways in which this
kind of information could transfer into medicine. I think it could
significantly contribute to information systems that can help health
care look at the human factor component.

Chairman THOMAS. Dr. Cassel, you indicated in your opening
statement and kind of emphasized that you think you can have at
least a 50 percent reduction over five years, but in the report, there
was an allusion to what occurred in the aviation industry, that, in
fact, since the middle of the century, it has been reduced by more
than a third. That is a 40-year period.

Are we in danger of creating a self-fulfilling failure if we are
talking about we are going to get a culture structure reculturalized
as well as a reporting system in place and do it so that you can
reduce them by 50 percent, or is the opposite true, things are so
sloppy and so disorganized with no structure whatsoever that any
structure at all could produce a 50 percent reduction in five years?

Dr. CAsseL. Well, it is not so much that the situation is as bad
as you describe, but there is some very low-hanging fruit in this
area. There are some things that could be done fairly easily that
could achieve quite dramatic reductions in errors.

Chairman THOMAS. Then why have they not been done?

Dr. CAsSEL. In part, they have not been done because the goals
have not been so clearly articulated and because the resources have
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not been there, and let me give you an example. Medication is a
place where a lot of error occurs. As Mr. Stark said

Chairman THOMAS. Do we have any ability to quantify that,
what percentage of the deaths occur from the medicine side versus
operating room, for example?

Dr. CASSEL. There are hundreds of studies looking at error rates,
and particularly problems with medications, and they come up with
different numbers and some of our extrapolations used in the re-
port come from those studies.

Chairman THOMAS. My concern is I do not necessarily want to
quantify to simply look at a number and then compare where the
greatest failure is, but it seems to me that if we are going to try
to put some structure in place, you would kind of like to go to
where, as you say, the low-hanging fruit orchard is.

Dr. CASSEL. Let me tell you a story. Last week, I was a consult-
ant to a major academic health center in the country that wanted
to do something. It was a senior management retreat. They wanted
to do something about this errors issue. And their debate in looking
at the medication issue was, should we think about in the current
competitive environment spending huge amounts of money on big
new information systems, or should we simply put a pharmacist on
rounds with the medical team every morning, because that has
been shown to be very effective, as well.

Now, those are the kinds of discussions that I think we ought to
be encouraging people to have, and we quite frankly, I think, need
to try out both models. It is very clear that computerized order
entry helps this problem, but it is also very clear that those are
huge expenditures in the current environment and the same im-
provement can be achieved other ways.

Chairman THOMAS. I will tell you, it is kind of frightening to
read some of the stories that we are beginning to focus on. You will
recall the number of infant deaths because of the failure to keep
household cleaning items away from children and where you place
them on the shelves and keeping latches closed, and it sounds like
hospitals are just now discovering that concentrated potassium
chloride kept at a lower shelf level will result in deaths.

This seems incredible, based upon all of the other safety discus-
sions in the home, in the workplace. I mean, you go to any area
that requires you to wear a hard hat and there is a sign on the
wall that proudly says, we have had no accidents for X number of
days. Now, the problem is, in hospitals today, it would be we have
a sign that says, we are proud to say there have been no deaths
for X number of hours, but they do not talk about that in terms
of a culture of trying to get it right.

Dr. CAssSeL. The potassium chloride issue has now been widely
addressed because it was so obvious and such a quick fix, if you
will, that made a lot of sense, similar to things that the anesthe-
siologists learned when they looked at their practices.

One of the differences here is the liability environment and the
fact that a hospital internally may decide to do some of these
things, but they are sure not going to write articles about it for the
popular press and say, look what we accomplished by reducing
these errors because of that liability environment.
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I just want to say that that is a very complex area that our com-
mittee recognized we did not have the capability to address, but I
think that should be another major step that we address——

Chairman THoOMAS. Well, my concern is I do not think the liabil-
ity is all that difficult. I think we may get into a discussion in
terms of mandatory versus voluntary scope of information circula-
tion, but Ms. Connell, do you not think that that was absolutely
critical to the success of your structure, that whole ability to deper-
sonalize the information and create an environment in which peo-
ple had a comfort level that when they reported it, and I imagine
at the beginning, it was fairly difficult. It is a chicken and an egg.
How do you do it?

Ms. CONNELL. I do not see large disparities over what I am hear-
ing and what I know of the history of the ASRS. The extensive his-
tory is published in a NASA publication, and you can read in here
some of the dilemmas that were being considered at that point in
time, and one of them is this legal liability issue and how to get
beyond it. The other is how do you encourage people to report and
take the chance kind of thing. Even with the promises, how will
they know?

And one of the strategies used by the founders, Dr. Billings, Dr.
Renard, Cheney, and Harding, is that they involve the trusted indi-
viduals in the industry, so they are union heads and representa-
tives, they are pilot organizations, they are traffic organizations,
flight attendant organizations, that went to their communities and
said, we have looked at this thoroughly and in depth and we bona
fide it as a system that will work. We have great promise for it.
We would encourage you to support it by submitting. And if you
have any difficulty with the program, I am the person you can talk
to.

Chairman THOMAS. Just a couple of examples and then I will
yield to my colleague. Everybody is familiar with a pilot and copilot
getting ready, say, to take off, and notwithstanding the fact that
they have spent thousands of hours in that seat and perhaps hun-
dreds and even thousands of hours in that particular aircraft, they
have a checklist and they go down the checklist systematically on
items that you would think were old hat to them, and, in fact, they
are, but they go down in a systematic way.

That seems to me something that could be carried to a number
of areas in which you think you are following a procedure, but per-
haps it is not as structured. Let me give you a more controversial
example.

I am quite sure that the question of installing a device which
would monitor not only all of the telemetry in the aircraft but the
actual voices of the pilots in a stress situation was not universally
accepted. Nevertheless, one of the more dramatic aspects of this
amazingly public effort to find out what went wrong was recovering
the black box and analyzing what occurred.

Could you not talk about an analogous situation of having a
black box in the operating room which would collect all of the te-
lemetry and perhaps video cameras, so that instead of trying to
recreate an event from hearsay or third-party testimony after the
fact, you would have a medical black box that you could examine
to determine exactly what happened. But most importantly, you
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would have a graphic teaching tool to show firsthand what you do
not do. Is that an idea that might be transferrable to medicine?

Ms. CONNELL. It is difficult for me to say. The black boxes—

Chairman THOMAS. I am going to ask Dr. Cassel in just a
minute, so——

Ms. CoNNELL. Okay. Accident investigation with the NTSB is a
very intensive and in-depth investigation, and I am just not famil-
iar with what depth investigations occur on the medical side and
whether that is a cost that would provide a large benefit. That is
something they would have to assess. But in aviation, it was re-
sisted and it was resisted by the pilots who are sitting up front,
having every word recorded and every change in throttles recorded.

But they did adopt it eventually as the accident prevention men-
tality. In other words, if we do, you know, have an accident and
we do not survive, at least someone will know what has happened
and we can prevent the next one. So it was an altruistic profes-
sional kind of argument that basically won over the day. It has still
and is still remains a controversial issue in aviation in terms of it
getting in public hands and getting outside of the walls of the acci-
dent investigation.

Chairman THOMAS. Dr. Cassel, I know that as well as being on
the IOM, you are professor and Chairman at Mount Sinai Medical
Center in terms of a well-respected teaching hospital. As I men-
tioned to you earlier, there were indications that doctors were not
as adequately trained in a bedside manner in terms of the way in
which they addressed patients, and there was some discussion of
changing the curriculum to make sure that they were a bit more
responsive in their communications.

Has there been any change in the teaching curriculum about the
Alec Baldwin syndrome and that there needs to be a commitment
in an altruistic and a professional way to let people know what
happened when errors are being made, or is there still this cult of
secrecy developed and promoted in these teaching hospitals?

Dr. CASSEL. There have been a number of changes in medical
curriculum to try to teach the students to interact on a whole range
of scales in a better way with the patients, and as importantly,
with the other members of the team, and that is part of what we
have learned from these lessons from the aviation industry.

There are probably specific environments, such as trauma units
or operating rooms, where models like the black box might be use-
ful, but in general, I think they are more useful for teaching pur-
poses. We, for example, have some experience at Mount Sinai in
using videos of medical students and residents interviewing pa-
tients and then talking with their colleagues about the manage-
ment of the case, and then we do sort of a post-mortem on that
interaction. We say, well, look how you were putting down that
nurse and that nurse could not tell you what really needed to be
said about that patient.

So that kind of sort of an autopsy of the behavior, if you will, and
taking it apart and having the faculty, the teachers, examine that
with the students can really help. I have seen some very helpful
videos of cockpit interactions when I was Chairman of the Amer-
ican Board of Internal Medicine saying doctors could learn a lot
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from how they sort of break down and examine the hierarchial be-
haviors in those settings.

Chairman THOMAS. I am just slightly concerned about your use
of terms, post-mortem and autopsy in those situations.

Dr. CASSEL. I am sorry.

[Laughter.]

Chairman THOMAS. The gentleman from California.

Mr. STARK. Thank you, Mr. Chairman.

Dr. Cassel, Ms. Connell, thank you for your testimony. I wanted
to ask you, Dr. Cassel, in the IOM report, there is discussion about
a national center to fund research and conduct analysis of the data,
and I do not find any mention of a plan or a suggestion that we
require hospitals to take action. We in Congress are now talking
about education. We are forcing schools and principals to have a
plan of action to improve the results of training kids.

Ought we not to require, not just suggest, I think, a hospital to
have a plan? The plan might be more intensive or less intensive,
depending on the hospital’s record, of how they are going to reduce
errors and have targets to achieve that. Should we not, as part of
that plan, include investigations where there is a serious or fatal
accident to find out why the accident happened and add corrective
measures to the plan and then follow up to make sure the correc-
tive actions are taken?

In other words, without the question of mandatory or voluntary
reporting, ought there not to be some kind of required system? If
hospitals already write up errors and get A-pluses, obviously, it
would not be as much of a burden. If a hospital is way behind the
curve, it might be more of a burden. Could you discuss how you
think that would work and would it be helpful?

Dr. CASsiL. I think it would be very helpful. I would just also
want to add that whatever we are thinking about for hospitals, we
should also be thinking about for nursing homes

Mr. STARK. Okay.

Dr. CAsSEL.—another very high-risk environment that actually
has more beds in the United States than hospitals do any given
day.

Mr. STARK. I will lump them all together, as well.

Dr. CASSEL. Secondly, I think what you are describing is not
what we envision as being a function of the Agency for Health Care
Quality, which is to support research and setting some goals for the
nation, but, in fact, could be done by any number of means. Some
of the accreditation processes that are currently in place, perhaps
Medicare standards and expectations.

But the most important thing about requiring institutions to doc-
ument their approaches to improving the rate of errors, or not the
rate of errors, but the occurrence of errors and to learning from
those is that there be a level playing field, that this not be some-
thing that is held against the system. The example you are going
to hear later about the Department of Veterans Affairs, that there
was a front page article in the New York Times that the VA has
more errors than any other system, well, it is because they are
doing a better job of reporting.

Mr. STARK. Right.
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Dr. CASSEL. But the public does not understand that, and so we
need to make sure that the playing field is level if we are going
to require all of the institutions to do the same thing.

Mr. STARK. Or universal? Would you say——

Dr. CASSEL. Yes, even that. That is right.

Mr. STARK. Why has the industry not done it up until now?

Dr. CAssSEL. Well, that is

Mr. STARK. The hospital and nursing home. Why——

Dr. CasSEL. Why has the hospital industry not?

Mr. STARK. Yes.

Dr. CasskiL. I think the answer to that is a very complex one and
it is analyzed in some detail in our report. It has to do in part, as
Mr. Thomas suggested, with the culture of medicine and the em-
phasis on the individual. I believe that the liability environment is
a big, big piece of this, and I also believe that the competitive mar-
ketplace in which no hospital wants to go public saying, we are
doing our best to prevent errors, that is not a big selling point in
the marketplace. So until we require everybody to do the same
thing, it is not going to happen.

Mr. STARK. Let us switch to your profession. Several years ago,
many years ago, it was suggested that we require physicians to re-
certify, be tested, say, every seven years. Now, most of the specialty
groups do require that. The AMA came off the wall and said, oh,
my God, you cannot do that. We will do it voluntarily. Well, you
know what voluntarily means.

We require pilots to be tested. We require lawyers to be tested.
We require real estate brokers to be tested. Cops have to go out
and shoot their guns every so often. We in Congress are tested,
good point.

[Laughter.]

Mr. STARK. Is there anything so awful about suggesting that a
physician, because of the rapid change in technology, ought to go
back periodically and be recertified? Would that help?

Dr. CAsseEL. We did not address this in detail in the report, but
I will tell you my personal opinion is not only is there not some-
thing so awful about it, I think it is essential for our health care
to be accountable to the public, as you point out, in this current
environment of rapidly advancing science and also requiring physi-
cians to know something about the systems that they work in and
how to improve those systems.

Certification boards do now require episodic recertification, but
having just finished a year as chairman of one of those boards, I
can tell you that we did not feel that a sit-down paper and pencil
test every seven to ten years is really enough, either. We need
more performance measures. We need what—the aviation industry
does it every six months, I believe, in simulators. We need much
more practice performance evaluation in addition to cognitive
knowledge.

Mr. STARK. One quick question, Ms. Connell.

Ms. CONNELL. Yes.

Mr. STARK. The VA system has a voluntary reporting system
that permits employees and patients to report occurrences and pro-
tects them. Should any error reporting system permit confidential
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reporting by employees and patients or anybody else without fear
of action being taken against them?

Ms. CONNELL. I am not sure I could answer that question with-
out knowing deeply the VA system.

Mr. STARK. You have it in your system? Do you have a confiden-
tial reporting system

Ms. CONNELL. Ours is a confidential reporting system at the na-
tional level.

Mr. STARK. And there is no fear of action being taken against
somebody who reports, right?

Ms. CoNNELL. Not now. We have proven over 24 years that that
is impossible with the structure the way it is.

Mr. STARK. So you say that is important to your structure?

Ms. CONNELL. It has been important in keeping the flow of infor-
mation increasing and continuing.

Mr. STARK. Thank you.

Chairman THoMAS. I thank the gentleman. We may need to do
two rounds, so we will try to maintain the clock as we move
through, not withstanding the chairman’s unwillingness.

Does the gentlewoman from Connecticut wish to inquire?

Mrs. JOHNSON. Thank you, Mr. Chairman, and my apologies to
some of the later speakers. I have to chair a hearing at 11:00, so
I will not be able to stay through the whole hearing.

I was very interested, Dr. Cassel, in your comment that errors
are seldom due to carelessness or lack of trying hard enough and
that, in fact, what we are looking for is safety by design. I think
that is very, very important. I represent a manufacturing part of
the country. I have seen what has happened as a result of system
change, first through total quality management and then due to
this ISO 9000. I had one of my hospitals say to me recently, why
are you doing this? Do you not understand, we are going through
ISO 9000. We have to because GE wants every one of its contrac-
tors to be ISO 9000 and we take care of GM employees. I did not
know that.

So there are a lot of systems changes going on institutionally,
and for us to adopt a mandatory reporting system, and I have
never seen one that does not get to be punitive and does not, espe-
cially on top of malpractice and competition, foster as much cover-
up as is possible.

I think we have an enormous opportunity here to use the cer-
tifiers, the system, the office to help gain an understanding of what
systems do improve safety, which has been something we have not
been willing to look at and have not put the resources in, and then
there are many ways in which we can get them to design it. The
thing I hear most often in my hospitals is, do you understand that
we have to reimburse for this drug, not because you require it but
because it is the state of medical practice and we have to do it, and
when is Medicare going to notice that we have to do this and up
their reimbursements.

So I worry about the emphasis on mandatoriness when there is
so much we have not done, and I think this issue of reporters being
absolutely free to just talk about something they saw—I saw a hos-
pital go from individual insurance to the institutional self-insur-
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ance and then physicians did say, I do not think the way you are
dealing with that case is really so hot.

So I think we have an enormous opportunity here, but I think
the confidentiality is terribly important. Someplace to report is
very important, an office. How do we get visible some of the sys-
tems demands that, frankly, are being made in every other sector
of the economy for quality, and safety is just a part of quality, but
remember, OSHA made this mistake. OSHA came in—the original
OSHA law was X, Y, Z. When it began to work was when we got
OSHA consultation and without danger, you could get an OSHA
person to come into your workplace and say, what are the problems
here, and they were not allowed to come back and penalize you if
you changed it within six months.

So there is just such an enormous void here and the systems are
so lacking because so many of our laws discouraged system views,
and these are not bad people and we are never going to wipe out
all mistakes. So I do not want—we found this out when we re-
ported death rates in hospitals, and I had a VA hospital in my dis-
trict and the director had the good sense to come to every one of
the members of the Congressional delegation and make an appoint-
ment and sit down and say, I am going to provide services to very
disturbed veterans and we are going to have problems. He said, the
reason we do not have problems now is nobody will take care of
them. So he opened his doors to the most severely distressed sol-
diers with very serious psychiatric problems and so on. Yes, he had
a couple of batteries. Over the years, he had a couple of hangings
and those kinds of things. But, boy, the lives he saved, the stories
he can tell.

I will be interested to look at your report and see more clearly
where you want mandatory reporting and why, but there is just
such a wide-open opportunity here for rapid improvement if we are
able to integrate systems and approaches and spread the knowl-
edge of them, and I worry about that.

Dr. CasseL. I very much agree with your concerns and I would
really welcome your input on this process. The committee spent a
lot of time examining this issue and it is very aware of the poten-
tial for mandatory reporting having a negative effect, a silencing ef-
fect, if you will, and that is why we keep emphasizing this level
playing field aspect of it.

But we already have more than 20 States that have some form
of mandatory reporting. There is experiments, if you will, out there
at the State level that the Agency for Health Care Quality could,
in fact, look at, see what seems to be working, what does not seem
to be working, and follow that, and that is another reason why we
call for this at the State level rather than in some uniform Federal
way and then to learn from those individual experiences.

The last thing in the world that you want is for a health care
institution not to take care of the high-risk people, not to engage
in a trauma unit because they are afraid that they are going to get
in trouble for doing that.

Mrs. JOHNSON. Right. I thank you and I thank the chairman for
inviting you and also you, Ms. Connell, from the aviation system,
because your system is very, very interesting and I always sort of
wondered, how is it that we are able to have quite as safe an air
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traffic system as we do, a remarkable record, when people are peo-
ple and errors happen, so thank you for your good work.

Ms. CoNNELL. Thank you.

Mrs. JOHNSON. Thanks, Mr. Chairman.

Chairman THOMAS. I thank the gentlewoman.

Does the gentleman from Washington wish to inquire?

Mr. McDERMOTT. Thank you, Mr. Chairman. Sitting here think-
ing about having practiced medicine, it seems to me that the issue
we are discussing here has really two parts. One is, what do you
do about the individual who has had a medical error occur in their
treatment, and then what do you do about the system?

I think that it is important for us in trying to fashion any kind
of government response to that that we keep those clearly in mind,
because my remembrance of the AMA responsibility for a doctor,
I mean, it is that a doctor is required to be honest with his patient
in spite of the fact that there may be, in fact, a legal responsibility
or a liability may come out of it. Is that correct?

Mr. McDERMOTT. I believe that is part of the code of ethics.

Mr. McDERMOTT. Yes, it is, Section 8.12. I just want to get it in
the record, that a doctor does not have the luxury of not telling a
patient just because he is afraid of a lawsuit, and that is a respon-
sibility that he or she has to deal with.

[The information was not received at the time of printing.]

Dr. CASSEL. And that gets at another response to Congressman
Johnson’s question of why did we make this recommendation for
mandatory reporting, understanding all of the challenges inherent
in that, but that there is fundamentally this responsibility to the
public which we felt was the overriding concern.

Chairman THOMAS. Would the gentleman yield on that point,
since you are a practitioner and you are discussing this as two doc-
tors and those of us who are watching, do you believe that, not-
withstanding whatever number point subsection that is, that it is,
in fact, working, that people do follow it?

Mr. McDERMOTT. I have no way of telling. I suspect that it goes
on a lot more than we know because I suspect that in most cases
where there is not a lawsuit brought, it is because the physician
said to the patient, we made a mistake here. We did this, we did
that, and we are going to correct it. Then the patient does not have
to go to the legal system to get it corrected. So I do not know how
you would—it would be very hard to say what the statistics are.
I am sure there are physicians who do not tell.

Chairman THOMAS. I am sorry to interrupt, but my biggest con-
cern is that I know we are going to hear from folk that, you know,
we are professionals. We are on top of it. We have written state-
ments. We have rules. Did you not have those five years ago and
ten years ago and do you not have them today, and here this report
comes out. My concern is that if we do not really look at it system-
atically this time, we may not get the impact of publicity that has
occurred and we will not be able to make the changes that need
to be made. That is one of my concerns about citing items that are
already on the books and have been there for some time.

I thank the gentleman for yielding.

Mr. McDERMOTT. What I said at the outset was, you had to talk
about individual responsibility as physicians and then you have to
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talk about how you bring about systemic change. I, actually, early
in my career when I was in the State legislature, worked in a PRO,
so I pulled charts out of hospitals all over the State of Washington
and looked at them and looked at what was going on. We looked
at all the deaths in hospitals during a given period to see. So I
have been in that process.

The question, I think, is in the mandatory reporting. Do you then
publish that this happened and this happened, or do you design a
system by which you make the PRO deal with this both in inves-
tigating the root cause, why are there infections in the operating
room or why are there whatevers going on, and then have a correc-
tive action? Do you give that responsibility to them and say, it is
your job to do this and see what happens?

My view is that I am reluctant—the first rule of medicine is,
above all things, do no harm, and I am afraid that if you start post-
ing on the wall of every hospital everything that has gone on in the
hospital, you will do neither the patients nor the physicians nor the
hospital any good. So I am curious about if you think, from looking
at your study, whether giving the responsibility for this,
mandatorily reporting to the PRO every problem and then make
them go out and do an investigation and do a corrective action,
would that solve the problem or at least come at the problem in
a reasonable way?

Dr. CAsSEL. I do not know if it would solve it, but it seems a rea-
sonable strategy to examine because the PROs are in place and
they are charged with quality. They do not, however, by and large,
have the technical analytical expertise to do the kinds of root cause
analysis that aviation gives us as a model.

That is why your example exactly, of why listing a list of some-
thing on the wall of any institution is not going to be what matters
here. What is most valuable from the aviation example are these
complex stories. These are complex issues involving lots of different
people, communication, packaging, every dimension of a very com-
plex industry, and so if you are going to ask the PROs or any other
body to do this, there would really have to be the resources to get
the analytical strength to make sense out of these stories so that
they can be learning experiences to improve the situation.

Mr. McDERMOTT. Simply mandatorily reporting and publishing a
great book of medical errors for the country:

Dr. CAssEL. That will not do, no.

Mr. McDERMOTT.—would not move the issue forward?

Dr. CAsseL. No, and in general, quantitative reporting is not
going to tell us much about this because we never can know what
the denominators are. So to try to measure how many we have got
this month and how many we have a year from now of some sort
of error in some geographic location is not really going to tell you
what you need to know. You really need to dig down deeper and
look at the human factors involved.

Mr. McCDERMOTT. Let me just ask, if you indulge me for just a
second longer

Chairman THOMAS. I will indulge you.

Mr. McDERMOTT. Thank you. I like to be indulged.

Chairman THOMAS. The gentleman’s time has expired.

[Laughter.]
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Mr. MCDERMOTT. The question of medicine has changed dramati-
cally since I began practicing in 1963, and what one of the changes
is, that there are not three nurses on every floor, as there used to
be. There is one nurse perhaps covering a couple of floors with
some nurse assistants or licensed practical nurses or whatever and
technicians operating at all sorts of levels. In your study, was there
any attempt to refine where the errors occurred, what kind of cat-
egories they fell into, besides medication errors? I mean, the idea
of putting a pharmacist on the team going around is a cost to the
hospital, and under the present conditions, no hospital is going to
pay a pharmacist to walk around for following 20 doctors going
through rounds.

Dr. CassEL. Well, some actually are because it costs less than the
kinds of information systems that use computers to identify drug-
drug interactions or somebody’s handwriting, the nurse made a
wrong interpretation of what the medication was. Those kinds of
problems can be avoided by information systems, but for some hos-
pitals, they think they are better off having human beings interact
in teams. Ideally, of course, you would like to have both, but what
you are describing with the change in the kinds of staffing in hos-
pitals is a response to this very competitive environment that we
are in and people trying to deliver much more high-tech care and
to do it with as few people as possible.

And that, to my mind, is an environment in which we should be
even more interested and more concerned about these kinds of er-
rors and hold ourselves more accountable, because there is all this
reengineering going on. Now, we have seen this happening in in-
dustry and much of it has actually been for the better. They have
gotten more efficient and produced better-quality products. So it is
not necessarily a bad thing, but if you are not following and report-
ing what you are doing, you are not going to know whether you are
getting better or not.

Mr. McDERMOTT. I guess, Mr. Chairman, the reason I raised this
whole thing is that having watched the change in hospitals, it is
hard for me to know how you can train somebody at the community
college for 30 days or 90 days or maybe a semester or maybe even
a year to then come in and give one little slice of the treatment
without looking at the whole rest of what is going on. I mean, that
person cannot possibly know because they have only been trained
to look at the thing they are to do.

Dr. CASSEL. Right.

Mr. McDERMOTT. That is where I have the——

Dr. CAsseL. That is where we need to look at the human invest-
ment the same way that industry does, to say these people are not
widgets to be inserted into a health care system. They are a valu-
able part of the team and you invest in their ongoing education and
in their ongoing communications with the other people involved.

Mr. McDERMOTT. Thank you, Mr. Chairman.

Chairman THOMAS. All that may be true, but it is rather frus-
trating when I continue to hear that one of the problems is that
someone cannot read someone’s handwriting. Now, I rent a car and
I pull up, and by the time I have turned the auto off, opened the
trunk, and retrieved my luggage, someone who is probably being
paid pretty close to the minimum wage can hand me the total-
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ization of the time, the mileage, the dollar amounts. There is a lit-
tle computer that they use to assist them.

Now, someone better not tell me that this world is so complicated
and so difficult that you cannot create a palm-held interactive drug
relationship of what is on that chart and that any of those very
simple requirements like, hey, guy, type the Rx, the computer can
do it for you today. To sit here at this level on the seriousness of
this issue and say the problem is somebody’s handwriting on an Rx
tells me exactly how far we have to go with this culture that we
have been talking about.

Dr. CASSEL. And what you describe does exist in many places. It
just does not exist everywhere, and

Chairman THOMAS. And the problem is, there is no systematic
collection of data, there is no systematic confidentiality, and there
is no willingness to share in a confidential way as there is, for ex-
ample, in the aviation industry.

Does the gentleman from Louisiana wish to inquire?

Mr. McCRERY. Thank you, Mr. Chairman. In fact, that is part of
what I was going to pursue, is the use of technology and why we
are not making greater strides in the use of technology in terms
of patient protection, if you will. It seems to be a word or phrase
that is bandied about a lot in Washington these days, so let us talk
about patient protection.

Is it necessary for the Federal Government to intervene here and
mandate the use of certain technologies like these hand-held ma-
chines that are available, I believe, in which you type in, or actu-
ally just push a few numbers or letters and the prescription pops
up, the interactions pop up, the patient’s records are on there for
other drugs that he or she is taking. Should we mandate that those
things be used by doctors on their rounds in hospitals? It is for pa-
tient protection.

Dr. CASSEL. It certainly is, and the broader answer that I believe
to your question about should the Federal Government do some-
thing is yes. Now, as Mr. Thomas said, I think the very important
question is what exactly would really make the most difference and
be the most productive role for government intervention, and there
are a number of different approaches to that.

Let us remember that the computer process is also not infallible,
as we have been actually learning about Internet activities just this
week. But even the thing about pushing the button, people also do
push the wrong button. So the human factor—you can never escape
the need for the human factor’s dimension of this kind of work.

But I think that information technology is very promising for re-
ducing errors and improving quality of care, but it is expensive. I
have been sitting at the table at a number of different health care
organizations with discussions about the competitive environment,
how many hundreds of millions of dollars they spend on informa-
tion technology, and where is that going to come out of. So that is
where part of the tension, the inevitable tension will be.

Mr. McCrERY. What is the role of the government, the Federal
Government, in establishing a system of reporting disclosure of er-
rors and near misses? Do we have a role? Should we implement a
nationwide system of mandatory or voluntary disclosure?
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Dr. CasSEL. Our reports suggest that there be a nationwide ex-
pectation or standard of reporting from every State and that the
States get help from the Federal Government in implementing
thesg systems and evaluating them and improving them going for-
ward.

Mr. McCRERY. Only about a third of the States, as I understand
it now——

Dr. CASSEL. Currently have that.

Mr. McCRERY.—have those, so why should we not mandate it
from Washington?

Dr. CASSEL. Our reports suggest that you do that, but that you
not mandate exactly the same system for every State because we
do not know yet how best to do this and we can learn from what
the States have been doing.

Mr. McCRERY. Since you are at a teaching hospital, one thing
that I get from people often, Mr. Chairman, is why do doctors in
residency programs have to stay up so many hours? Is that not
dangerous? Why do you force them to work hours on end? Nobody
else does that. Pilots cannot do that. In fact, pilots have just the
opposite. They have to take off. They have to take off from their
job. They also have to take off, but

[Laughter.]

Ms. CONNELL. In order to land, they must take off.

Mr. McCRERY. Yes. But why is that? I am just curious, so I can
answer all these people that bug me about this.

Dr. CAsSEL. Now here, you will get my personal opinion. I think
that medical training has been unreasonable and actually dehu-
manizing in those dimensions. It is getting better. The State of
New York has very clear rules about how many hours a resident
can work. But we still get arguments from physicians who say that
the most important thing for the physician is to learn to work
under stress and to learn the continuity of care, so you are respon-
sible for one patient over a period of time in the illness.

Chairman THOMAS. Dr. Cassel, I am sorry to interrupt you, but
on that basis, do you think it is primarily driven by economics, that
is, it is cheap labor——

Dr. CAssEL. No.

Chairman THOMAS.—or it is part of the hazing process to join the
culture?

Dr. CAsSEL. Those are my two choices, those answers?

[Laughter.]

Dr. CAsSEL. I do not think it is because of economics. I think it
is part of the culture of being a tough guy and getting it right no
matter how stressed you are. I think this

Chairman THOMAS. And learning how to not report it if you do
not get it right.

Dr. CasseL. Well, that probably has been part of that, and that
is why I think this is something else we can learn from aviation,
exactly what you suggest, that we probably do need to recognize
that to err is human and that humans are fallible and that humans
need to go to sleep periodically.

Mr. McCRERY. In conclusion, Mr. Chairman, I just want to say
that I agree with Mrs. Johnson that, or at least I think this is what
she concluded, that much of the problem is systemic and we really
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have to look at the reasons for the system, if not promoting errors,
certainly putting in place systems that do create errors and afford
the possibility for errors in greater numbers than we should.

I really do not think that it is the individuals’ faults. It is not
the doctors’ faults as individuals. But it is a systemic problem, but
I do think that it is a culture, as part of the system, that has grown
up over the years and the teaching hospitals, the medical schools,
I think, are going to have to play a large role in correcting this cul-
ture and reversing some of these things that have been put in place
by the system.

Mr. Chairman, my time has expired, but this is very interesting.
I appreciate the testimony.

Chairman THOMAS. I thank the gentleman. We may do a second
round, but I did want Ms. Connell to respond, because as I under-
stood your testimony on the structure that you oversee, it is just
kind of open-ended and whoever wants to report gets to report. You
were talking about, what was it, 36,000 reports.

My guess is, if it were an open-ended reporting system in the
medical structure, you would probably be overwhelmed and so per-
haps there is a question of volume. But to what extent do you be-
lieve it has been fundamentally important in building the system
to let every individual in the system believe that they can make a
difference if they choose to make a difference?

Ms. CONNELL. There definitely is a human concept there that
people need to feel empowered, to feel engaged, to feel they can
make a difference, and this system has provided that.

Now, in all honesty, of all the information I receive, there is
some percentage I cannot use because it does not fit into what we
can do something about. But that does not mean I do not accept
it.

Chairman THOMAS. I will go to the gentleman from Florida, but
it seems to me that the reporting of information which is not all
that useful is a minor problem compared to the enabling position
of people believing that they can inform. I hear immediately, oh,
we cannot do that because it is just going to be too much volume,
and you immediately then begin a hierarchial structuring of who
is important, what is important, who counts in the system and who
does not, and I think that has been one of the fundamental prob-
lems in medicine, that there is this hierarchial structure and I do
not think folks realize it when they begin saying, oh, there is no
way we can create a system like the FAA where everybody reports.

Just create a system of dealing with that volume, because one of
the fundamental enabling aspects of a system, I think, is to be able
to say, hey, anybody in this structure who feels strongly enough,
on a confidential basis, let us have it. I think that probably would
break down the culture of medicine almost as fast as anything else
we could do.

Ms. CONNELL. And we have learned a lot by taking that perspec-
tive, because—

Chairman THOMAS. I understand the volume problem, but boy—

Ms. CONNELL.—you cannot anticipate what you are going to
hear, but you have to be ready to listen.

Chairman THOMAS. You can if you can judge who is important
and who is not to the system.
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Ms. CONNELL. But some rather innovative solutions to problems
have come from an Embry Riddle student looking at an issue. So
it is pretty wide open.

Chairman THOMAS. But it is the mental concept, the willingness
to accept even the least in the system’s report that there may be
of some value. That, again, is part of that culture that has been
built into medicine, that is not going to work.

Ms. CoNNELL. And I have to say, the support at the highest lev-
els. The FAA under David Hinson made it very clear that all orga-
nizations would have safety departments that report directly to the
CEO. They elevated safety as something very important, and there
are, and we have managed to translate this to people. The eco-
n(zimic advantage of putting money into safety far outweighs the ac-
cidents.

Chairman THOMAS. I thank the gentleman.

The gentlewoman from Florida.

Mrs. THURMAN. Thank you, Mr. Chairman.

Dr. Cassel, I am interested to know, is this the first time that
this medical error issue has really hit this country?

Dr. CAsseL. Well, that is a wonderful question. No. Nothing in
this report is new information. We did a very thorough examina-
tion of existing literature, and actually, we did not even go as far
back as some other studies that have been done in the 1980s or
1970s that we were aware of. So it is not new information.

Mrs. THURMAN. Okay.

Dr. CassEL. And that is why it is interesting that it has gotten
the response that it has. I think some of that has to do perhaps
with the current concern about the quality of care and the so-called
managed care backlash and the environment of concern about pa-
tient protections, but I think it also has to do with having an orga-
nization like the Institute of Medicine look very systematically at
this issue and package it in a way that sort of makes sense of it.

Mrs. THURMAN. The reason I asked is because in Florida, and I
am going to tout Florida here a little bit because I think Florida
has been a real leader in this issue. We were the first state to im-
plement any kind of adverse incident reporting programs. We did
that in 1975 and then we expanded it again in 1985.

I guess part of the question, with the recommendations that have
been made and the fact that there are some 20 States that have
actually put some kind of review system in place; what have we
learned from those? Are we analyzing the information from those
States that have implemented reporting programs? Has this been
included as part of the proposal that is being put forward to us?
Have we looked at the statistics of what happened before they did
this to what they are doing today to what works in those States
in reducing errors?

I am just a little concerned that we are going to get so over-
powered with some new regulatory something this, something that,
when we have some models out there that potentially might be
working. Because I think this is an issue that you have to move
quickly on to make something happen and why would we reinvent
what are we doing if it is similar to some of these States in their
reporting mechanisms and what can we do quickly that can make
a difference?
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Dr. CASSEL. Some of our data did come from State-level studies
exactly as you described, but there has not been an attempt at a
national level to really follow over time what has occurred in those
States, for example, that have some sort of mandatory reporting or
that have other kinds of error reduction or patient safety strategies
in place. That is one of the functions that we think that the Agency
for Health Care Quality could take on, is to figure out how most
accurately to really study those things.

This is not traditional health care research. That is the other
thing we need to learn from these other industries, that our ap-
proaches to even looking at quality of care research do not have the
same dimensions that some of these other industries do in looking
at the root cause analysis, for example, and sort of qualitative anal-
ysis. So that why I think we do need some very concerted research
to exactly draw those lessons from people who are doing the right
thing and are making progress, but we really do not know how to
study it or explain it.

Mrs. THURMAN. Maybe to the chairman and others, we know that
there are some things working out there. Are there things legisla-
tively? For example, I think Florida is the only one now that
through the practice acts makes risk managers in hospitals go
through classes and have to be accredited for their practices. So we
have done some things in those areas and those seem to be work-
ing. It just seems to me that we need to learn from some of those
things.

I know that talking about some of the technology issues, in Flor-
ida, for example, they are putting information on the Web. For ex-
ample, information about medication safety is already up and run-
ning. And yet we are sitting here talking today that this is a major
problem in this country. Wrong site surgery, restraint injury, these
things are happening.

I think part of it is that we need to make sure that some of this
information is getting out. I think we also need to be talking to our
State legislators who can put some of these quality boards in place
immediately to take care of some of these situations. It is a pretty
dismal thing to think that we have been talking about this for a
long time and only 13 States have even looked at anything at this
point.

Dr. CAssiL. I think it is actually more 20 or 22 at this point, so
it is a little bit more promising, but I think there are things to
learn from the States. You are absolutely right.

Mrs. THURMAN. Thanks.

Chairman THOMAS. I thank the gentlewoman.

Does anyone have a burning desire to ask another question? The
gentleman from California is burning first.

Mr. STARK. Thank you, Mr. Chairman.

Dr. Cassel, I have a hunch that we are going to hear some com-
plaints during the course of the day about the costs of any program
that we may encourage or require, and it is my sense that the
health care costs due to preventable events is somewhere between
$8 and $15 billion a year, or something like $2 billion a year, I
have heard even, just through inappropriate or adverse drug events
which have to be corrected.
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The National Quality Forum on its Internet site estimates that
30 percent of the acute care patients and 20 percent of the chron-
ically ill patients receive care that is contraindicated. I guess that
means unnecessary, or may be unnecessary.

So ought the savings to the hospitals from preventing errors
which may cause them to have to keep people longer—they are
only getting a DRG payment, so if they do it wrong, obviously, it
will cost them more than getting it right the first time—can you
comment on the costs versus savings of any kind of program we
might undertake to require all of the providers to be more involved
in a system of reporting and corrective action?

Dr. CAsSEL. I certainly can comment on that. But before I do
that, I think we always have to remember that cost is not the first
reason for addressing this issue. That first do no harm has to do
with protection of patients first and foremost, and even if it did
cost more it would be worth doing.

But having said that, I think the cost issue is one that needs ex-
amination, but it is not quite as straightforward I believe as you
describe it. For example, a hospital as a unit may gain or lose
money if it improves its error rate depending on how that plays out
in the DRGs. Because some patients who become very ill from a
medication complication then may go home or may go to a nursing
home and the hospital itself may not end up bearing the cost bur-
den of that.

The entity that is likely to save is Medicare when you look at the
whole picture of patient care. I think it is harder to know whether
a single individual hospital would gain or lose in a single year let
us say from implementing some of these strategies.

Mr. THOMAS. The gentleman from Washington.

Mr. McDERMOTT. Thank you, Mr. Chairman. I am sitting here
trying to figure out how to design this, because I think everybody
wants to make it better. I remember the difficulty that the Agency
for Healthcare Quality, they went through a sort of near-death ex-
perience here in the Congress around their analysis of certain pro-
cedures and whether or not they were effective and so forth.

So as I think about putting this issue in their box and saying,
this is something new we would like you to do, I would like you
to distinguish something or at least talk about it, the whole ques-
tion of confidentiality protections versus medical liability.

If we require mandatory reporting, every hospital in the United
States must report to the Agency for Quality Health Research any
incidents of medical errors. Can that information then be used in
a lawsuit against the hospital or the doctor or whoever? Or is it
in fact—would it be possible to make it confidentially protected in
such a way that it could be used for the purpose of systemic anal-
ysis and recommending changes? Or would it simply be a reposi-
tory from which whoever would say, I think there is some informa-
tion over there we need for the lawsuit?

Dr. CASSEL. Several important points. First, we do not rec-
ommend that the Agency for Healthcare Research and Quality be-
come the regulatory agency because they need to, exactly as you
say, to be free to really examine all of the data and set some goals
for the Nation, and look ahead and invest in the research necessary
to know how best to do this. So that is not a regulatory function



43

that makes sense to place there, and as you point out it puts their
most important function at risk, which is to support learning or
about how to improve quality.

Secondly, I think that a serious look at the liability environment
is essential in really trying to answer this question. As I say, our
existing IOM committee does not really have the capability to do
that. But something like an IOM study about the whole environ-
ment of liability and how does it relate to quality or how does it
inhibit quality. I tend to think that some very interesting strategies
such as no-fault approaches to adverse events that happen in
health care would compensate more people who are harmed at less
cost, and it would get the money to the people who have been
harmed rather than to the attorneys who are trying to find the
cases.

As you probably know, in one of the important studies here it
was identified that only something like 1 percent of people who
were harmed by negligence actually ever even were involved in a
lawsuit. And the ones who did get compensated got compensated
10 years later. So that does not seem to me to say that our current
liability environment is really protecting the patients. So from my
point of view I think we need a much more expansive look at this
whole situation.

Mr. McDERMOTT. Thank you, Mr. Chairman.

Mr. THOMAS. The gentleman from Louisiana.

Mr. McCRreRY. That would be a great hearing for us to have, Mr.
Chairman. I would like to pursue that, but I will not today.

The matter that Dr. McDermott brought up earlier is an inter-
esting one, this issue of cost savings that have been implemented
by health care institutions, whether it is hospitals or health care
plans or whatever. And if I am not mistaken, the data that you
studied is 10 years old; is that right?

Dr. CASSEL. Much of it is.

Mr. McCRERY. Much of it is 10 years old?

Dr. CASSEL. Yes, eight to 10 years.

Mr. McCRERY. I do not know when all this cost saving took place
but it is possible that it had not really reached its zenith 10 years
ago and you still might have had two nurses on duty instead of one
and those kind of things. So it may be hard to tell. It may be useful
to do a new study or collect new data and study that in light of
the changes that have taken place.

But I wonder if you have, upon going through all that material,
have you reached any conclusions or even developed any opinions
on the quality of care today as opposed to say 10 years ago because
of cost-saving matters that have been brought into play in the
health care institutions? Do you have any comments on that? And
if you did not look at that and you did not develop any——

Dr. CAsseL. We did not specifically look at trends over time in
this study and I think that the data does not really exist to allow
us to do that. That is one of the reasons we think that the research
in this area is so vitally important, and that we have some ability
to look at trends over time and set some goals for ourselves as a
nation. So that would be, to my mind, one of the most important
things we can do. If we do not know whether it is getting better
or worse, it is going to be hard to fix it.
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Mr. McCRERY. So your panel did not reach any conclusions as to
the deleterious effects, if any, of the various cost-saving devices
that have been implemented by health plans?

Dr. CAsseL. That was not one of the things that we looked at.
There is some literature in the health services research arena try-
ing to look at changes in health care financing and the effects on
quality. It requires very sophisticated studies so there are not a lot
of really definitive ones in that area. But the current environment
of concern about health care quality I believe is going to allow us
to really make much better use of that kind of research.

Mr. McCRERY. Thank you, Mr. Chairman.

Mr. THOMAS. The gentlewoman from Florida have any questions?

Mrs. THURMAN. No.

Mr. THOMAS. I did want to just briefly follow up. Ms. Connell,
you heard the statement that they have the goal of a 50 percent
reduction in five years. Do you think that that is really a realistic
target based upon your experience in changing a culture, which I
think is probably more sympathetic to resolving errors? That is not
the right way to say it, but you know what I mean.

Ms. CoNNELL. You have got a large system, there is no doubt
about it. It is real hard to say. We have a goal at NASA under a
NASA safety program right now which was driven by the Gore
Commission goal to reduce aviation worldwide accidents 80 percent
in 20 years. We are looking at that in terms of how are we going
to do that when we have an accident rate that is already pretty low
and we have a lot of data.

Mr. THOMAS. I certainly do not want to discourage anyone, but
I also think if we are going to go into this we have to set some real-
istic targets so that goals are met in a realistic way. For example,
the only legislation that has been introduced so far is a piece of leg-
islation on the Senate side that is setting up three demonstration
projects, vanilla, chocolate, and swirl, and they are going to report
in five years. So good luck on voluntary compliance to meet your
50 percent if that is the direction that we are going to be going.

My other really big concern, especially when we are talking
about mandatory and the role of Government and the rest is that
I have found that Government is really good being the sovereign
at requiring people to report what.

And what I am hearing, and I hope as we move into this next
panel that what is not going to get us there. It has got to be an
analysis structure that goes into the why with as much data avail-
able as possible, and that that is not always conducive when you
want to, even in a non-punitive or litigiousness situation, point the
finger at people and reward those who do well and try to stop those
who do not do well. That tends to be the direction, notwithstanding
the desire, of a mandatory system and a structure of, we have got
to get data.

Qualitative analysis thoughtfully done may in fact produce better
results in my opinion than a whole lot of quantity mandated be-
cause somebody wants to do something about the problem. Any re-
action to that?

Dr. CASSEL. I would just heartily endorse the emphasis on the
qualitative aspect of the data.

Ms. CONNELL. So would 1.
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Mr. THOMAS. Notwithstanding the fact that you want everybody
to participate in the system because, one, you do not know where
the qualitative data is going to come from. But secondly, in my
opinion, the openness of that system is what creates the willing-
ness to, within the quantity, get the quality.

Dr. CASSEL. Yes.

Mr. THOMAS. I want to thank the panel very much. We took
some time, but I just thought the unique backgrounds of both of
you and the perspective that you might bring to this would set the
tone and I appreciate very much your willingness.

Now I would ask the defendants to approach the bench.

[Laughter.]

Mr. THoOMAS. Oh, I am sorry. The next panel is Dr. Michael
Langberg, senior vice president of medical affairs, chief medical of-
ficer of Cedars-Sinai in Los Angeles, on behalf of the American
Hospital Association. And Dr. Thomas Reardon, president and ex-
ecutive committee member of the American Medical Association.

We have a vote underway. It is a 15-minute vote. If we can get
both of your testimony in, your written testimony will be made a
part of the record, and if you will address us in the time that you
have, which if both of you take five minutes we will have enough
time to vote. I believe it is going to be difficult to do, and if we are
not successful in doing it then we will recess and come back.

Dr. Langberg, do you want to start?

STATEMENT OF MICHAEL LANGBERG, M.D., SENIOR VICE
PRESIDENT OF MEDICAL AFFAIRS, AND CHIEF MEDICAL OF-
FICER, CEDARS-SINAI HEALTH SYSTEM, LOS ANGELES,
CALIFORNIA, ON BEHALF OF THE AMERICAN HOSPITAL AS-
SOCIATION

Dr. LANGBERG. Mr. Chairman, and members of the committee,
my name is Dr. Michael Langberg. I am the senior vice president
for medical affairs, chief medical officer for Cedars-Sinai Health
System in Los Angeles. The Cedars-Sinai Medical Center is the
largest not-for-profit acute care hospital in the western United
States, and together with more than 2,000 physicians associated
with our system, Cedars-Sinai provides care to an urban population
of considerable diversity.

I have spent almost all of my professional career at Cedars-Sinai
as a general internist. Since 1996, I have served as its chief med-
ical officer and am responsible for overseeing systemwide quality
initiatives and information systems. I have developed a deep
knowledge of the complexity of modern health care and have a
broad background in improving the quality and safety of the pa-
tient experience.

I am here today on behalf of the American Hospital Association.
The AHA realizes that the entire health community has to address
the serious issues raised in the Institute of Medicine’s report on
medical safety. I also want to share with you some of what hos-
pitals and health systems are doing in this critical area.

To begin, I would like to remind the committee and the American
public that hospitals provide care to millions of patients safely
every year. The people who deliver health care, the doctors, the
nurses, and others, are highly trained, receive continuous edu-
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cation, and strive every day to deliver safe and compassionate care.
They do believe in the dictum, first do no harm. But health care
today is extraordinarily complex and even our best intentions can
have unwanted and unintended consequences.

The IOM report, To Err is Human, points out that as good as our
systems are for preventing and reducing medical errors of all
kinds, we can and we must do better. We applaud the members of
the IOM committee for developing a report that shines a bright
light on the problem of medical errors and are heartened by the
quick response this has received.

We agree with the report in urging all to avoid blaming individ-
uals for past errors, and instead to focus on preventing future er-
rors by designing safety into the system. It stresses two principles
that we have learned, reduce errors and increase patient safety.

First, to err is human. We must understand and improve the sys-
tems in which people work to make errors less likely. As a result,
reducing errors requires us to design and implement more error-re-
sistant systems.

Second, we have to create an environment where caregivers feel
they can come forward when an unfortunate mistake is made. We
need to create a non-punitive environment that allows for the can-
did discussion of errors, their sources, their causes. If we cannot
discuss our mistakes, we cannot learn from them or prevent them
in the future.

The AHA also agrees that stepped-up efforts are needed. There
are many organizations today that specialize in the area of reduc-
ing and preventing medical errors. We at the AHA are working
with some of these experts.

In December, the AHA announced an initiative to target and im-
prove medication safety. Why? Because medication related errors
are one of the most common sources of all medical errors.

As part of this initiative, the AHA formed a partnership with the
highly respected organization in this field, the Institute for Safe
Medication Practices. This non-profit research and educational or-
ganization and its president, Michael Cohen, have been dedicated
for over 25 years to the continual reduction of medication errors
throughout the health care system. We are pleased that they will
provide leadership as well as technical expertise for the AHA’s ini-
tiative.

As part of our effort we will share with every one of our members
successful practices for improving medication safety. We have al-
ready sent out a quality advisory on improving medication safety
to our 5,000 hospital and health system members. This advisory in-
cludes background on the issue, resources our members can turn
to for help, and a three-page list of successful practices for improv-
ing medication safety.

We will follow up on how these successful practices are being im-
plemented with a medication safety awareness assessment. We will
also serve as a clearinghouse for information and resources, and
are planning a national summit involving other organizations and
hospital leaders to discuss widespread efforts to improve medica-
tion safety.

In summary, Mr. Chairman, the IOM’s report is timely. It brings
together a number of stakeholders all at the same time to collec-
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tively address this important issue. As the report notes, large, com-
plex problems require thoughtful, multifaceted responses. The AHA
has pledged and committed to help its member hospitals and
health systems respond to this critical issue.

I will be happy to answer questions.

[The prepared statement and attachments follow:]

Statement of Michael Langberg, M.D., Senior Vice President for Medical Af-
fairs and Chief Medical Officer, Cedars-Sinai Health System, Los Angeles,
California, on behalf of the American Hospital Association

Mr. Chairmen, I am Michael Langberg, M.D., senior vice president for medical af-
fairs and chief medical officer of Cedars-Sinai Health System in Los Angeles. I am
here today on behalf of the American Hospital Association’s (AHA) nearly 5,000 hos-
pital, health system, network, and other health care provider members. We are
pleased to have the opportunity to testify on an issue of critical importance for hos-
pitals and the patients and communities they serve: the Institute of Medicine’s
(IOM) report on medical safety, and what hospitals and health systems are doing
to improve patient safety.

The Cedars-Sinai Health System includes a number of physician officers distrib-
uted across the Los Angeles metropolitan area. Cedars-Sinai Medical Center is the
largest not-for-profit acute care hospital in the western United States. Together
with the 2,000 physicians associated with our system, Cedars-Sinai provides care to
an urban population of considerable racial, ethnical, social, linguistic, religious and
economic diversity.

I have spent almost all my professional career at Cedars-Sinai on the faculty in
General Internal Medicine, originally as Director of Medical Education. In 1996, I
assumed the role of chief medical officer overseeing system-wide quality initiatives
and information systems. I have developed a deep knowledge of the complexity of
modern health care, and have a broad background in improving the quality and
safety of the patient experience. I believe that much of what is outlined in the IOM
report is accurate. The report has focused attention at a time when many other ac-
tivities are under way to address these issues, which many of the members of the
IOM panel first brought to national awareness several years ago.

BACKGROUND

For thousands of years, healers have lived by the motto primum non-nocere—first,
do no harm. The nurses, doctors, and others on the patient care team in hospitals
strive every day to deliver the safe, compassionate care that patients deserve. But
in today’s complex, high-tech world of medicine, our best intentions can have un-
wanted and unintended consequences. The IOM report, “To Err is Human: Building
a Safer Health System,” points out that, as good as our systems are for preventing
and reducing medical errors of all kinds, we can and must do better.

THE IOM REPORT AND HOSPITALS

We applaud the members of the IOM Committee on Health Care in America for
developing a report that shines a bright yet objective spotlight on the problem of
medical errors. The IOM report is important, outlining the significance of the med-
ical error problem in this country.

It acknowledges that medicine is delivered by people who are highly trained and
receive continuous education to stay on top of their respective areas of discipline.
Hospitals and caregivers already work under strict internal quality control proce-
dures, in addition to federal, state, local and independent oversight. Hospitals have
important systems in place—checks and balances to reduce the potential for human
error. For example, they have quality teams, physicians and nurses who examine
unexpected deaths, treatment errors and accidents, to identify and correct the cause.
And most hospitals have teams of experts whose sole focus is to develop and oversee
safety policies to prevent accidents before they happen.

In addition, there are many organizations that specialize in the area of reducing
and preventing medical errors. The AHA is working with several of these organiza-
tions so that we can help hospitals and health systems benefit from their knowledge
and expertise. Among them: the National Patient Safety Partnership—a public/pri-
vate partnership of organizations; the National Coordinating Council for Medication
Error Reporting and Prevention; and the American Medical Association National
Patient Safety Foundation. We’re doing this because, as the IOM report points out,
a vigilant, ongoing, stepped-up effort to improve patient safety is needed.
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We agree with the report that we need to avoid “blaming individuals for past er-
rors” and instead “focus on preventing future errors by designing safety into the sys-
tem.” We also agree that, as the report states, “professional societies and groups
should become active leaders in encouraging and demanding improvements in pa-
tient safety.” The AHA is committed to being just that kind of leader, so that Amer-
ica’s health care system does indeed focus not on blame, but on prevention.

The IOM report focuses on the broad issue of medical safety. The AHA, at a White
House event in December with President Clinton, announced an initiative to im-
prove medication safety, because medication errors are one of the most common
sources of overall medical errors. We used the opportunity to point out that what-
ever happens at the national level will only be valuable if it helps the women and
men like me and those I work with at the Cedars-Sinai Health System—people who
are on the front lines of health care—do their jobs even better.

Speaking of action at the national level, we understand the committee’s interest
in determining whether further legislation is needed to address medication errors.
But before moving to consider new legislation, we urge Congress to consider the re-
porting mechanisms currently in place—by organizations like the Veterans Adminis-
tration, the Joint Commission on the Accreditation of Healthcare Organizations, and
the Institute for Safe Medication Practices—to collect and use information on errors.
Congress should know how these current mechanisms work and consider ways to
improve them, if necessary, before proposing new reporting systems.

The AHA believes we need to be clear about what our objectives are in collecting
information on events that may be related to errors. Reporting should be a tool for
reducing and preventing errors. It should be designed to stimulate organizations
and practitioners to analyze what went wrong and make the necessary changes to
ensure that the mistakes do not happen again. In addition, lessons learned from one
error should be widely shared with others. Provider accountability should be tied
to these objectives.

The quantity of reports is not nearly as important as the quality. One need not
read 500 reports of workers mixing up two similar sounding medications, before it
becomes obvious that the two medications need better labeling. Our goal should not
be to ensure that every provider report every event, but rather to encourage dia-
logue to learning.

AHA ACTIVITIES

More than a year ago, the AHA board and many of our hospital leaders attended
a national forum in Cleveland. The topic: improving patient care. Though we have
long been involved in improving the quality of care provided in the nation’s hos-
pitals, we came away from that particular meeting with a strong sense from hos-
pital leaders that, on a national level, we could do more &#133; we needed to ad-
dress these issues head on.

But the issue of medical error is very broad in scope. We set our sights specifically
on improving medication safety—reducing and preventing medication errors that re-
sult from things like different drugs being packaged in similar containers, use of
cor(lifusing abbreviations on labels and prescriptions, illegible doctor handwriting,
and more.

Against the backdrop of all this activity came the IOM report, which led overnight
to increased awareness of the importance and seriousness of this issue. The release
of the report came as we were preparing to kick off our initiative to take a com-
prehensive look at hospitals’ ability to prevent medication errors and help them
make improvements where needed.

As part of our initiative, we formed a partnership with a highly respected organi-
zation in this field, the Institute for Safe Medication Practices (ISMP). This non-
profit research and education organization is dedicated to reducing the incidence of
medication error throughout the health care system, and will provide leadership and
technical expertise for the AHA’s initiative. ISMP provides independent review of
errors reported through the Medication Errors Reporting Program (MERP), which
ISMP was instrumental in founding. Through MERP, health care professionals
across the nation voluntarily complete pre-addressed mailers or dial a toll-free num-
ber (800—23—ERROR) to report actual and potential medication errors with complete
confidentiality. As an official MedWatch partner, ISMP shares all information and
prevention ideas with the U.S. Food and Drug Administration (FDA) and other pro-
fessional and policy organizations. Working with practitioners, regulatory agencies,
health care institutions, professional organizations, and the pharmaceutical indus-
try, ISMP provides timely and accurate medication safety information and works to-
ward improvements in drug distribution, naming, packaging, labeling, and delivery
system design.
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The following four objectives are key to our medication safety campaign with
ISMP.

Develop a non-punitive process for discussing errors

Most of what has been learned in recent years about how to reduce errors and
increase patient safety is based on two principles. First, individuals, by the very na-
ture of being human, are vulnerable to error. Although they are the focus of the
error, errors happen because of the systems in which these individuals work. As a
result, reducing errors will require us to design and implement more error-resistant
systems.

Second, we have to create an environment in which we learn from failure. This
requires us to identify an effective mechanism for candid discussion of errors. This
cannot be achieved in an environment of punishment or fear. Doctors, nurses and
other caregivers should not be penalized for stepping forward after an unfortunate
mistake is made. A more open environment can only occur when health care pro-
viders are afforded adequate legal protections.

Today, when health care providers are required to disclose confidential internal
information to health care oversight agencies, they may jeopardize state law that
protects internal quality analysis discussions and expose themselves to crushing
legal liabilities. There is no incentive to share this information with others to pre-
vent similar events in other institutions. We believe protections that currently apply
to such information should also apply when it’s disclosed. We believe that evi-
dentiary, confidentiality and other legal reforms should be considered to help foster
an environment that promotes candor.

Candor is absolutely critical if we are to be truly successful in identifying, learn-
ing from and reducing not only medication errors, but all medical errors, and mak-
ing the health care system safer. We need to create a non-punitive culture at all
levels that supports the collection of information about errors, along with candid dis-
cussion of errors, their causes, and ways to prevent them from happening again. A
safe, non-punitive environment will encourage people to report and discuss errors—
the first step in lessening the chance they will happen in the first place and making
sure they do not happen again.

Share successful practices with every hospital and health system

We sent to every AHA member the attached “Quality Advisory on Impr